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Hygiena Innovate System

Hygiena International is a world leader in the development and supply of
rapid diagnostic and monitoring systems to detect and measure microbial
contamination in finished products bound for consumers. It has successfully
developed tests for use in the dairy, beverage, personal care & cosmetic

and pharmaceutical markets and is associated with some of the best-known
brands in the industry. Hygiena’s other division is a leading global provider of
quality in vitro ADME-TOX cellular research products. For more information,
visit hygiena.com.

Welcome to the Hygiena Innovate system, designed to be the dairy and
beverage industry standard for manufacturers using microbial screening

to release their products to market. The Hygiena Innovate system was
developed by Hygiena International based on input from dairy and beverage
customers worldwide and is designed to offer simplicity of operation that is
unmatched in the marketplace.

The Hygiena Innovate luminometer, the corresponding Innovate.im
software and reagents and the Hygiena employees that stand behind them,
comprise the Hygiena Innovate system. Together, all four components work
together to provide the functionality and simplicity users need to meet their
evolving demands.

About Hygiena

Welcome to
the Hygiena
Innovate System
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Introduction

This Operator Manual describes the specific use of the Hygiena Innovate
luminometer to perform Hygiena assays. The Hygiena Innovate Operator
Manual is organized as follows:

Section 1

Section 2

Section 3

Section 4

Section 5

Section 6

Provides a general introduction to the Hygiena Innovate
luminometer and Innovate.im software.

Describes the installation of the Hygiena Innovate instrument.
Describes the installation of the Hygiena Innovate.im software.
Describes how to use the Hygiena Innovate system.

Describes how to use the system administration features
of Innovate.im.

Provides a general introduction of the Innovate.im
database software.




Hygiena Innovate System

Hygiena has done everything possible to guarantee that the equipment
functions safely, both electrically and mechanically. The user must ensure
the instrument is installed and maintained properly to guarantee safe
operation. The Hygiena Innovate has been manufactured in accordance
with international safety requirements for electronic and medical measuring
systems.

The Hygiena Innovate is tested by the manufacturer and supplied in a
condition that allows safe and reliable operation. Failure to follow the
instructions may invalidate the warranty.

The Hygiena Innovate luminometer must be installed and used
in accordance with Hygiena recommendations. Installation must be
performed by properly trained and authorised personnel.

The Hygiena Innovate should only be operated by personnel who have
been trained on the use of the system. It is strongly recommended that
all users read this manual prior to use.

Hygiena assumes no liability for any damages, including those to third
parties, caused by improper use or handling of the instruments.

It is the user’s responsibility to have the instrument installed according
tothe local electrical codes (110 - 240V).

The instrument is in accordance to CE Marked, UL, CSA, EN 61010-1,
EN 61326-1, EN 61000-3-2 and EN 61000-3-3 for electrical equipment.

The Hygiena Innovate is equipped with a 3-wire grounded plug for
safety. If your outlet does not accommodate the 3-wire plug, an
electrician should install the correct outlet or use an adaptor to ground
the instrument.

The instrument cover should never be opened while the instrument
is running. Service and repair work may only be carried out with the
guidance of or by qualified Hygiena personnel.

If liquid gets inside the instrument, unplug the power cord. Clean the unit
or have it cleaned by an authorized service representative.

The system must only be used with Hygiena reagents and microtiter
plates, in accordance with the instructions provided on the reagent kit
insert.

Waste from the instrument’s waste system (when priming/washing
the instrument) must be disposed of properly. A plastic container
is connected to the instrument to collect the waste. All statutory
requirements for handling biological waste and reagents must be
observed by the user.

Hygiena
Innovate

1.1 Safety and
Operating
Instructions
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1.2 System
Description
and Technical
Specifications

The Hygiena Innovate instrument should be shipped in its own case.
During transport the plate carrier must be secured by the transportation
lock screw. The system needs to be washed and primed with washing
solution leaving liquid in the injector lines. External tubing and injector
needles should remain attached to the instrument and placed in a plastic
bag.

The tests and maintenance work recommended by the manufacturer
should be performed routinely to ensure the system operates as
intended.

To obtain the best results, consider the following:

Do not expose the instrument to direct sunlight.

Install the instrument in a dry location where humidity levels do not
exceed 85%.

Keep plate carrier door closed at all times except when loading/unloading
microtiter plates.

Keep plate carrier free from dirt. Do not lean on plate carrier or move
by hand.

Clean up reagent spills on instrument immediately.

Do not use the luminometer in an environment where the temperature
exceeds 30°C.

The Hygiena Innovate system has been designed to deliver easy-to-use and
robust capability to users. Due to its sophisticated technology and ease-of-
use, it is well suited for dairy and beverage applications.

The instrument works with an extremely low-noise photomultiplier. The
highest sensitivity possible is obtained due to the use of single photon
counting technology and patented crosstalk reduction design. Specific
Hygiena Innovate system features:

Use of three (3) variable volume bellows-based injectors allowing precise,
reliable and automatic injection of reagent.

Comprehensive shaking functionality to maximize mixing of sample and
reagents.

Temperature control allows reagents to be used up to 5 days when stored
in the Hygiena Innovate reagent cooling unit.

Comprehensive Innovate.im software for instrument control and data
management. Unique multi-tasking capability enables users to run one
assay while preparing another.

Connection to automated laboratory systems such as LIMS.

Multiple user functionality allows multiple workstations to access results
in the database via a network. Remote workstations can also access
networked database results.
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Hygiena Innovate System

The Hygiena Innovate is a desktop microtiter plate luminometer and
may be installed in any laboratory workplace meeting the manufacturers
recommended specifications as listed in section 1.1 above.

Technical Specification

Dimensions 33 x43x27 cm

Operating Environment Conditions Ambient temperature <30°C
Relative Humidity <85%

Voltage 110-240V

Weight 25.2 kg (Instrument, Reagent

Tray, Cooling Unit)

Plate Carrier

The instrument contains a plate carrier accessible through the front panel
door. Controlled via Innovate.im software, the plate carrier moves the
microtiter plate to the defined measurement and injection positions.

Figure 1: Plate carrier on instrument front panel

Connections at Rear Panel
The PC connection, power supply, waste outlet, power switch and
instrument fuse are located on the instrument rear panel.

e USB port
The USB port is used to connect a computer to the Hygiena Innovate.

e Power plug
Connects the instrument to power using the cable supplied with the
instrument.

e Power switch
Used to turn the instrument on and off.

Note: Turn the instrument on before starting the software, so the program
can establish communication with the instrument.
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Section 1

Waste outlet
Connects the waste container to the instrument.

Fuse
The instrument fuse is located next to the power switch
in a black fuse holder.

Fuse |Power usB

Plug Port
Instrument Power Waste
Label Switch outlet

Figure 2: Ports on instrument rear panel

Injectors

The Hygiena Innovate has three variable injectors. Please see kit insert for
setting up injectors with reagents. The injectors are located on the right
side of the instrument. The tubing from the reagent vials is connected to the
injector ports using screw-type caps.

| — d Reagents
Injector 1 (Red)
Injector 2 (Green)

Injector 3 (Yellow)

Injector ports 1, 2, 3

Figure 3: Injector ports on right side of instrument
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Reagent Tray

The reagent tray is placed on the right side of the instrument. A special
temperature control unit is placed inside the reagent tray in order to maintain
optimal reagent temperature and prolong stability. Please see reagent kit
insert for further details on reagent usage. Two washing solution vials are
placed in the reagent tray to wash the injectors daily during Start-up and

Shut-down.
Figure 4: Reagent tray

Innovate.im Requirements 1.3 Innovate.im
Innovate.im requires the following minimum computer hardware Software
specification:
- Processor 1GHz
- RAM 1Gb
- Hard Driver 100Mb free hard drive space
- Graphics Card 1024 x 768
- Optical Drive CD-ROM
- Operating System Windows 7 Professional,

Windows XP Professional,

Windows Vista Business
- Communication Ports USB, Parallel (if needed for printer)
- Web Browser Internet Explorer 6.0 or higher (optional)
- Peripherals Mouse, Keyboard, Monitor

Multiuser functionality requires the following minimum specifications in
addition to above system requirements. All users must have full read and
write permissions for the Networked folder where the database tables
are stored. For optimal speed no more than 4 systems should access the
networked database tables.

- Network Speed 1Gbps
- RAM 2Gb
- License Needed for remote users not attached to a

Hygiena Innovate luminometer

IMPORTANT: Plate preparation files, report templates, pre-defined queries,
and database export drivers must be configured identically on all networked
systems.
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Section 1

Innovate.im Structure

The Innovate.im software is used for the control of the Hygiena Innovate
luminometer. The software allows different permission levels. There are four

default settings:

User

Administrator

Superviser

Superuser

This user level allows access to plate prep and
performing measurements while restricting access
to protocol settings and installation settings.

Full access rights.

This user level allows full access rights except
installation settings.

This user level allows access to plate prep and
performing measurements with the ability to
modify results by right clicking on the well in the
result matrix view. Superuser has restricted access
to protocol settings and installation settings.

The illustration below shows the menus and associated functions within
Innovate.im. Some functions may not be visible when not logged in as
System Manager.

File Edit View Instrument Installation Help
Data Undo Category Bar | Load Plate Settings Help Pane
Protocal Copy Task Pane Unload Plate | Automation About
Innovat.im
Print Paste Help Pane Prime Driver
Print Preview Reset Protocol Wash
Export Results Boot
Instrument
Plate Matrices Reagent
Preparation Levels
Database Statistics MM&C
Logout Shipping
Brace
Exit

Brief Explanation of Menus and Functions

File menu

Edit menu

View menu

In this menu you Open, Save, Export or Print files
Plate Preparation enables the user to enter the
sample identification information of each plate
before measurement.

This menu allows you to copy and paste data.

In this menu you select special views. For example
you can show or hide the Task Pane or the Help

Pane.

10
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Hygiena Innovate System

Instrument menu

Load Plate

Unload Plate

Prime

Wash

Boot Instrument

Reagent Levels

Shipping Brace

Installation menu
(Administrator only)

Help Menu

The instrument functions are presented in this menu:

Used to move the plate carrier into the luminometer
below the photomultiplier.

Used to move the plate carrier out of the
luminometer so you may unload the current
microtiter plate and load a new one.

Used to prime the injector tubing for operation
Select the injector(s) and start the prime function.

Used to wash the injector system.

Used to establish communication between
instrument and PC for those instances when the
Hygiena Innovate instrument has been turned off
and on again while working in Innovate.im.

Used to enter the volume of the reagents
connected to the instrument.

Used to move the plate carrier to the transport
position in order to secure the safety screw for
transportation.

The Installation Settings dialog box is used

to define the settings (directories, password, etc.).
In the Installation Driver dialog you select and
setup drivers for the Innovate instrument, export
functionality and Plate preparation.

This menu provides information about the software
version as well as a link to the help pane.

Directly underneath the menubar is located a symbolbar. This bar consists of
icons used to provide shortcuts for many of the program tasks you are likely
to use often. On the bottom of the main window the status bar is positioned.

Halid hezay _ RE_Daiy_Syua e pat

This line provides real-time information during the assay. On the right hand
side of the screen, a Help Card with step-by-step operating instructions is
shown when activated in the View menu.

11
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Section 2

Innovate
Installation

2.1 Space
Requirements

2.2 Unpacking

2.3 Connecting

This section will lead you step-by-step through the Hygiena Innovate
luminometer installation process.

The Hygiena Innovate should be set up in a dry, dust-free room and
protected from direct sunlight and significant temperature fluctuations.

It should not be set up next to heating or air conditioning units. The
luminometer should be operated in an environment where the temperature
does not exceed 30 °C and humidity levels are below 85%.

The luminometer has the following dimensions:

e WxDxH:33x43x27cm

e The instrument should be set up so the rear panel connection ports are
easily accessible and not subjected to physical stress.

e Allow for sufficient space on the side of the instrument for the reagent
tray and the PC used for Innovate.im.

The original packaging is reusable and should be retained for any future
transport of the instrument. When unpacking the instrument, make

sure the shipment is complete and shows no sign of transport damage.
The packaging is designed to eliminate transport damage. Should the
instrument or instrument parts appear damaged, please notify your local
Hygiena representative immediately.

Please verify that all components were shipped and received in good
condition by referencing the packing list provided with the instrument. If
items are missing or damaged, please contact Hygiena immediately.

Remove the transport safety screw

¢ Red label is placed in front of the
instrument to remind you to remove
the transport safety screw (a).

¢ Unscrew the instrument cover with the
screw driver supplied (b), unlock the lid
by loosening the screw and open the lid.

12
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Remove all foam pieces
inside the instrument (c),

(d).

Unscrew transport safety screw.
This screw secures the plate carrier
and should always be engaged to
prevent damage when shipping the
instrument.

Place red label inside the instrument
(f) to the right side of the transport
screw.

Close instrument cover and replace
lid screw and white cap (g), (h).

Electrical connections

e Connect the USB cable provided to the port located on the rear of
the Hygiena Innovate. Do not connect the USB cable to the PC until
installation of Innovate.im software. (See Section 3.1).

13
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Section 2

Note: Check if power supply is within the permissible range of the Hygiena
Innovate operating voltage. Connect instrument only if the power supply is

110 - 240 V.

e Connect instrument to the wall outlet using the power cord supplied.

¢ [f you have not already done so, connect the computer to the wall outlet.

e Connect temperature control unit to the wall outlet using the power

cord supplied.

Reagent tray

esssccssce & &

eees000000e
ce

oo
ev0eco0ee
eeocecocoe

Power plug

Power
switch

Figure 5: Hygiena Innovate rear panel

Assemble the Reagent tray using the Allen key supplied with the Innovate.
The tray contains two tube holders, one with an opening and one without
an opening. Place the tube holder with the opening at the front side of the
tray. The liquid level will be visible through the opening. Place the cooling

unit inside the tray.

Washing
solution

Temperature
control unit

Reagent 2 Reagent 1

Reagent 3

Figure 6: Assembling reagent tray

14
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Hygiena Innovate System

Waste and reagent tubing

e Connect supplied waste tubing to the waste outlet.

il
Zum Auffangbehaiter

To Waste Containes
‘ AETZEND | =
CORROSIVE |

Figure 7: Connecting tubing to waste outlet

e Add a few drops of antifoam to the waste container.

e Place waste tubing into the waste container to collect the waste solution.

e Instrument is shipped with external reagent tubing connected to
injectors 1, 2, and 3.

Figure 8: Connecting reagent tubes

e Place all three injector needles in washing solution.

Note: Wear gloves when touching the injector needles.

15
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Section 3

3 Installation of
Innovate.im
and Driver
Software

3.1 Single System

Innovate.im
Installation

Innovate.im

A Hygiena
shortcut icon will
automatically
appear on your
desktop.

3.2 Driver

Software
Installation

This section will lead you step-by-step through the installation of
Innovate.im software on your computer.

Note: Before beginning the installation process, close all applications
on your computer.

The Innovate.im program needs to be installed before driver software.
Install the Innovate.im program from the supplied CD-ROM. This is the
PC software for the control of the Hygiena Innovate. Prior to installing
the Innovate.im software, ensure that the USB cable is connected to the
Hygiena Innovate, but is not connected to the PC.

1. Insert the Innovate.im CD-ROM into your drive. If asked for permission
to access the computer, allow access. The installation routine starts
automatically.

2. Click <Next> in the Innovate setup window.
3. Select the language to install and click OK.

4. Follow the on-screen prompts to finish the installation of Innovate.im.

Note: Before startup of the software, the driver must first be installed. See
section 3.2 for instructions to install the driver.

1. Insert the CD containing the Hygiena Innovate driver software into the
CD-ROM drive. If asked for permission to access the computer, allow
access. The installation routine starts automatically.

2. Choose the language to install and click Next.

3. Follow the on-screen prompts to complete the driver installation. When
the Options Window appears, check the box next to Startup/Shutdown
procedure to require the Hygiena Innovate to perform a wash cycle and
a prime when starting and shutting down the software. If the box is not
checked, the user will need to manually perform these functions
as needed.

4. Upon successful driver installation, remove the CD from the
CD-ROM drive.

5. Power on the Hygiena Innovate instrument and plug the USB cable into
the USB port on the PC.

6. Startup the Innovate.im program by double clicking on the desktop icon.
If the following screen appears, click on the driver to highlight and click
Driver Setup.

16
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Reader | Export | Sampler |

List of instzlled Reader drivers

Descich Ak Lt
Celzis CellScan Innovate 300 CelScanm.

Instrument Configuration
[V Tempetatuie Canlrol Installed
|| Dispenzar 1 [100u]) nstalld
1] Dispensar 2 (1004) nstalled
V| Dispenser 3 (1000]) installed

Select the ComPort drop down menu and select the other com port number
listed in the drop down box. Click OK and click OK to continue.

17



Hygiena Innovate System Section 3

3.3 Networked A multiple user network can be set up so that multiple workstations have
multiple user access to a single networked database table. This allows sample results to
option be stored in a single location and accessed from multiple systems as well

as remote computers without an instrument attached.

Note: Remote computers accessing the networked database tables
without an instrument attached will need to acquire an activation code to
use Innovate.im.

1. Install Innovate.im on all computers as a single instrument installation.

2. Remote computers without an instrument attached will need to
acquire an activation code to use Innovate.im. Once the software is
installed:

a. Login to Innovate.im. The installation driver window appears.
b. Click OK. The program activation window appears.

c. Click on Send Email and remove the current recipients. Send the
email to wgannon@hygiena.com. Once activation code is received,
it should be entered into the Activation Code section of the
Program Activation window.

3. With assistance from IT personnel, create an Innovate.im database table
folder on the local network. Grant all Innovate.im Database users full
permissions to this folder.

4. Set-up Innovate.im Database Table on a Network
Using one workstation designated as the master workstation, transfer
the Innovate.im database tables to the database table folder on the
local network as follows:

a. Login to Innovate.im using an ID with system administration rights.
b. Click on the Database icon to open the database.

c. From the Options menu, select Network Settings.

d. In the Options Network Settings Dialog box select the Move tab.
e. Click Move.

bl

In the Browse for Folder dialog box navigate to the database
table folder on the local network. Click Open.
g. The database table is moved to the local drive.

h. Link the database for the master workstation to the database
tables by selecting Networks Settings from the Options menu
in the database software.

18
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-

Click the Link Tables tab and Click Link.

Navigate to the database folder on the network and select the
“databasetable.dbf” file to link.

5. Set-up a workstation to access the network database table

Using a different workstation from step 4 above, link the database
tables on each computer to the table on the local network as follows:

C.

bl

g
h

Note:

Click on the Database icon to open the database.
From the options menu, select Network Settings.

In the Options Network Settings dialog box select the

Link Tables tab.

In the dialog box, navigate to the database table folder on the
local network.

Open the folder by double-clicking on it.

. Select “databasetable.dbf” and click Link.

. The workstation is now linked to the local network database table.

If data already exists on the workstation, you will be prompted to

transfer that data to the networked table.

IMPORTANT: All workstations accessing the networked database must

have t

he same settings for the Hygiena Database Export Driver and the

Hygiena Plate Preparation Driver in order to maintain the integrity of
the data as it is written to the networked table. If columns have been
customized, the same customizations will need to be made to all other
workstations writing data to the networked database.

. Login to Innovate.im using an ID with system administration rights.

a
b.

19
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4 Start up of First switch on the instrument and then start up the Innovate.im program
Innovate on your PC by double clicking on the Innovate.im icon on your desktop or
System selecting Innovate.im from your start menu. The following screen will

appear:

Celsis Innovate.im vs0

IJzer Login Data
Lbset mame : | Spstem Manager -

[_ J Cancel
Password @ | | |

If the installation driver window appears, change the com port by
highlighting the driver and selecting driver setup. In the window that
appears, change the comport and click ok.

Select User using the arrow box next to User name and enter the
password User. Press OK to confirm.

After clicking OK, the instrument functions are initialised and the interface
connection between the PC and instrument is verified.

The main window of Innovate.im is displayed.

Innevale Ve Beta 12

20
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The task pane and/or help pane can be selected in the view menu to include
all views (Task Pane and Help Pane).

Innovale Vs Beta 12

| Innavateint Help v.2.1
|
| Ths ekt Carm sstees of vt i . e
| 1 premwia o acreas
"

 —

Note: Innovate.im features a built-in help Pane system that provides users
with step by step guidance for system operation. The Help Pane can be left
on screen when needed or available through the View menu.

Measurement protocols are already defined for users in the parameter

files. The basic parameter definitions supplied by Hygiena, include typical
measurement sequences of the major measurement types. The predefined
parameters determine how each sample is to be tested, including injector
volumes and timings (incubation — measurement). The type of measurement
is indicated in the file name.

Different sample types (e.g. InsBlank, ATP or Dairy products) can be
measured simultaneously using the same parameter file. Sample specific
parameters, like injector volumes and threshold values are pre-defined in a
product specific Assay definition.

The pre-defined threshold values can be reviewed via the Innovate.im
Help Pane.

4.1 Protocol
verification

21
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Section 4

4.2 Preparation
of bottle top
dispensers
(only for kits
containing
bulk
reconstitution
buffer)

4.3 Preparation of
reagents

4.4 Washing
and priming
the injector
system

Take the dispensers out of the carton boxes and assemble as follows.
Please use gloves to avoid contamination during assembly.

e Push discharge tube into socket on
side of dispenser and screw into
place. Ensure that the opening of the
tube points straight down.

e Push the intake tube (straight) onto the
bottom of the dispenser.

e Screw the dispensers onto the
appropriate dilutor/buffer bottles
(for more information see
applicable kit insert).

e Prime both dispensers before first use.

When handling the reagent injector needles, wear gloves to avoid possible
contamination.

Prepare the reagents for use on the Hygiena Innovate system as described
in the kit insert supplied with each individual reagent kit.

Please refer to the kit insert or contact your local Hygiena representative if
you encounter any problems.

The Hygiena Innovate is controlled and operated via the Innovate.im
software. Innovate.im is used to wash and prime the injector system as
recommended.

Injector tubing needs to be washed using Hygiena washing solution in the
following circumstances:

e Before beginning work

e After finishing work and before turning off the instrument

e When in continuous operation, a minimum of once every 24 hours

e When not in continuous operation, a minimum of once every 12 hours

e |f instrument stands idle, once every month to replace washing solution
inside the tubing

22
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Steps for washing

Note: All three injectors are selected in the Wash step only during installation
of the instrument. Routinely only injector 1 + 3 need to be washed during
start-up. Cellsolver reagent remains connected to injector 2.

e Connect washing solution to all injector needles.

Note: Before priming or washing the system, please be sure that the waste
container is properly connected and empty.

e To wash the injectors with washing solution, select Instrument / Wash.

[njectar Wash Sequence

SelectInjectors.,

When inished. press MNext

Injectors

[ Injector T [ Injectar 2 ¥ Injector 3

| Cancel | | plege> |

e Select all three injectors and click Next.

The following screens will appear:

Injectar Wash Seguence
Load Wash Solution in the Feagent Positions Selected.

When firished, press Nest.

Injectons
4 Injectar 1 I Hnjecto: 2 Y njector 3

| Cancel | [ [RI= e |

e (Click Next to start washing. The following screens will appear:

23
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1 Injectar Wash Sequence

| Injacting VWash Salution

| Fleaze waitior cycle to complete

Injectors
4| Injectar 1 Il Injectar 2 ¥ Injector 3

| Cancsl

Priming the Instrument

Injector tubing must be primed with its respective reagents before
starting the first measurements of the day.

® Place the reagent vials into the Reagent Holder and connect the
reagent vials to the injector needles. Place the injector needles into the
corresponding appropriate reagent (see kit insert for details).

e (Click Instrument / Reagent Levels to enter the volumes of the
connected reagents (see kit insert for more detailed information).

You can do this either by typing directly in the boxes, or by using the
arrow buttons beside each box. Click Add/Subtract for each injector to
accept the volume. Select Last Settings in case reagents are left over
from the previous day.

Reagent  Presentolume Press to Add for Sublract]  Amount

Ifi1 000 w | Add/Subbact | uog <
Irj 2 000 ml | Add/Sublract | noo 2
iy 0wl | Add/Subbiact | (LRI

e Confirm your entries with Close.
e Select Instrument / Prime to prime the reagents.

e Select all three injectors in the following screen:
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Injectar Prime Sequence

Seled Injsctors

\hen finished, press MNext

Injectors
14l Injector 1 ) Irjecton 2 2 piesned

e Select Next to move to the following screen.

Injecior Prime Seouance
Load Reagentintha Resgent Positions Selacied,

Wehen finished, press MNext

Injectors
o Injsctor 1 & Injecion g o Injector 3

Cancal | | medss |

e Select Next to start the priming of the reagents.
The following screen will appear:

Injector Pnme Sequence
Injecting Raageni

Please wait for cvele to complete.

Injactors
¥ Injectar 1 Linjector 2 #injector 3

Note: Take care that the injector needles are inserted down to the bottom
of the reagent vials to avoid air entering into tubing. Air in the tubing can
negatively impact the operation and performance of the system.

25



Hygiena Innovate System

Section 4

4.5 Pipetting
sample into
microtiter
plate wells

4.6 Testing
samples

Pipette each sample into its microtiter plate well. Injection of reagent and
the measurement will take place by column from the upper left well to the
lower right well.

Note: Make sure that the product is carefully pipetted into the bottom of
the well. Avoid distributing sample on the side of the well. This will help to
ensure the sample is fully mixed with the reagent during the assay.

Plate preparation

In order to define your plate for measurement, select PlatePrep icon in the
toolbar. The following screen will appear.

Innoistesm PlstePrepatatio

| Eﬂﬁl Innovate.im vio

Pate D0 Protocol sy Lioke Wk Ml
Lo [ - Reoet | [limemesk]
Fi5_Beverage_Canliol —— s
- . RS_Beverage_Fid Asop = =
0| pes.| Sevpie RS Pal_ Li!n_d'l’m | bigte. FrodDate: | =
P hﬁmql
oot HS_Dary_Lrmer
coi & Dany Sause |
oot AEracl_fes J
EN
Fii
GO
HOY
|z
B2
o2
Doz
(=)
o2
GO
HoZ
ADY
B
cm
(2]
Fm
ol I | - i T [ TYv—
{all 1l 1 1 Il A |
(i I 1 I Il ! Il |
e/l Il | I It \ !
(Bl Il I | 1l I 1
Wil I " Il Il I J |
(&l Il | I I 1t 1
o] I Il Il I [ ! !
it i | i I | L
| LosdFlaie | NowFlase | i | Flun Flatn F

Before an assay and product can be selected, you must first type the
Plate name into the Plate ID box and press Enter on the keyboard.

Note: Each plate prep must have a unique name. A uniform naming
convention should be established and used each time a new plate is
prepared. Hygiena recommends using the date, initials and plate number
during a shift, for example 07152010 jr plate 1, 07152010 jr plate 2, etc.

To load a previously run plate to use as a template, select load plate
after assigning a unique name. Select the desired plate prep file.

Click the arrow next to the Protocol box, and select the protocol you
wish to use from the drop-down menu that appears.
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T4 Innovsieim PlatePreparation

| Celsis Innovate.im v5¢

A1
01 a
co i (i
e |
1
Fao)
G
JHo
| Aoz
B2
ez
o0
|Em2
2
Jcoz
HoZ
AD3
|8y
dlcoy
| 003
5 .
s 1 3 &, . [ e 3 5 0 0 1 i
Losd Plte | [ NewPlae | | o e | Fmerie [ Plte | ()

Select the Assay in the Assay drop down menu.

Assay

I [nsBlank
~ I HeaBlank
S aTP

Use the screen at the bottom of the page to select the wells on the plate,
there are four options:
Select individual well by well.

Select entire columns by clicking on the columnheader (01, 02, ...)
Select multiple cells on the top left cell and simply drag your cursor over the
desired cells.
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Select the entire plate by clicking on the top left grey cell in the corner.

il | [T [P I : I

| =

H
E

e
=
(=
=

I====

In this example below the daily control samples will be tested (Instrument
Blank in cells AO1 and BO1, Reagent Blank in cells CO1 and D01, ATP Positive
Control in cells EO1 and FO1) followed by a number of Dairy Samples.

EEERE

i

Celsis Innovare.im vi0

|
i Prelocal Arrag Cale Inpest Mode
| 15 Dl S 0y S [ g
l | Frod Type | Prod Tren Heta | FrodDate._ |
[
| Il [ “ If 3 Il [) Il ; |l " I . I 1 1" | I
i BiC . I Il I 1 L. ! I
— = — — : - ‘ ; 1
\ {
- i) - I Il Il I | Il I
[ P— — n || | I ] Al I
= Iir_n - n I [ [ 1 I I
LS el B L] - b — | I —— ! — 1 . S— -
[y ]n - m - 0| || ‘[ 1 8
L1 NN (L] ‘n Il J I A I
[Loud Pl | | NowFin | | Sars P | [Pt it | [Pt | e

Sample Identification

Use the Upper Screen to insert the Sample Information. Sample information
can be inserted in the columns in the upper portion of the screen by clicking
in the corresponding cell. For ease of operation the cell colours selected in
the bottom screen will correspond to the cells on the left side in the upper
screen.

By default, Sample ID is also displayed for each well in the lower portion
of the window. This option can be changed in the plate prep driver. See
section 6 for instructions how to customize the plate prep window.

Note: All Sample information must be entered before commencing the
measurement.

In case you would like to copy data in multiple cells during the sample ID
process, select one of the Data Input buttons:  pata npu Mads

W |heremient

Repeat Identical data will be copied in all cells of the
selected column.
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Increment Data will be copied and automatically increased in
case a number is entered (see Sample no. column
example on the next page).

Copy data to multiple cells

Select the cells you would like to copy. Click with the right mouse button on
the highlighted cells and select Copy. Select the cell in which the data should

be pasted downwards, click again on the right mouse button and click Paste.

Copy data to multiple cells using repeat or increment mode

In order to copy data in a column select the column to be copied by
clicking on the cell containing the column header. Hold the Ctrl button and
double click on one of the highlighted cells that need to be filled. Type the
appropriate information into the cell and press Enter. All information will be
copied or incremented based on the data input mode selected
(Repeat/Increment).

Frod Type: Frod Time Hiote | Frod ate
L el Cormmert 1 waam
M 1000 Commest 2 szvanm
(3 115 Cormmend 3 22
M 1015 Commers & S20M
M 1030 Commend 5 N
i (%] Comment & s
M 030 Ceommant 7 2320
Choc Mk 13400 Commet B 2N}
Choc Mk 13:00 Cormmend 5 s
Choc Wik 1300 Comment 10 nam
Choc ik 1300 Commest 11 w7
Choc Mik 1300 Comment 12 2201
Cnoc b, 1300 Common 13 ¥
Dhoc Mik 1390 Commesd 14 2vEN i
Choc ik 1235 Cormment 15 SN
Thoo 1315 Comment 16 s2320m
Chac Wik 1315 Commers 17 sz
= 1315 Commest 18 Savam
Choc Mk 1315 Commen 19 s

Choc Mk 1315 Commens 20 LTt ]
e Mk 115 Fmined 70 SAEI

[ Lowdie | [ tow Pl | [ GovePide _PonPite | [ RnPie | [CEa |

Column widths are adjustable. Simply position the mouse pointer over a line
beside the column heading you wish to adjust. Hold down the mouse button
and drag it left or right to narrow or widen the column.
Note: Column headers can only be edited by the System Manager.

LasiPiar | [[Hempiz | [SeePian Foirie | i B

Once you have completed your plate layout and sample identification and
would like to measure directly this predefined plate click on Run Plate.
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4.7 Start the

measurement

The file name will be saved and automatically selected for measurement.
Measurement can be started by selecting Start.

After completion of the plate layout and sample identification, Save Plate
can be selected to save all information and a new plate can be prepared by
selecting New Plate to define your next plate. To print the plate layout, click
print plate.

Select Exit to leave the Plate Preparation Screen. You can start the
measurement afterwards.

Enter the plate name into the Plate ID field or select start to load a
previously prepared plate. Click the green start button to run the plate.

The plate carrier ejects from the luminometer automatically. The following
window appears on the screen:

C—— R ML e g — x i
ENSURE PROPER MICROTITER PLATE PLACEMEN]

Carefully load microtiter plate to continue.

ENSURE PROPER MICROTITER PLATE PLACEMENT.

It is important to be sure the microtiter plate is securely placed in the plate carner,
flat against the surface,

Impraper placement of the plate in the carrier could cause reading errors and
potentially cause damage to the mechanics of your instrument,

Once you are sure the microtiter plate is loaded properly, please OK to load the
plate.

Load the plate (with A1 at rear left) and click OK. There is only one way to
put the plate in the instrument.

The plate is moved into the instrument and the pre-defined measurement
sequence will be carried out. However, the Innovate.im will first calculate
how much of each reagent is needed to test all selected wells. If insufficient
reagent levels have been detected, the system will prompt the user to

add more reagents. The system will not start measuring without adding
reagents. The following window will appear:

Reagent I usage; 065 of available 0,00 mi Insufficient!
Reagent 2 usage: 140 of available  0.00 ml Insufficent!
Reagent 3 usage: 3.0 of available 0,00 ml Insufficient!
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e Click on OK and the following Reagent Level Adjustment box will
appear:

Reagent  Present Volume Fress to Add (or Subtract]  Amount

Inj 1 000 ml dd/Subtract noo =

Inj2 000 ml Ldd/Subtract

Ini 3 000 ml | Add/Sublract |
| Last Setiings

e Add the appropriate volume of the reagents by using the arrows beside
each amount box or type the volume direct into each box. Click Add/
Subtract for each injector to accept the volume.

Note: If you need to reduce the amount of reagent registered, include a
minus sign (-) before the amount in the box before clicking Add/Subtract.

e When you have added all required reagent volumes, click on Close and
the measurement of samples will start.

During measurement RLU values and results are shown on the PC. Data is
shown in two views: Result Matrix. This screen shows the microtiter plate
layout with Sample ID, RLU and Result. The result interpretation is colour
marked as defined in the assay definition. This matrix is usually opened
during measurement.
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4.8 Print Plate
Results

4.9 Shutdown of
the Innovate
System

Result List This screen shows all entered sample information,
measured RLU value and results in list format. This
screen is usually opened after the measurement to
review all data and results.

R e — ——

Innovale Vs Beta 12

Note: If RLU thresholds for results interpretation need to be adjusted,
please contact your local Hygiena representative for further details.

Upon completion of the measurement the plate stays within the instrument.
It can be unloaded by the Instrument / Unload Plate command.

After the measurement select Print to print the results.

In order to clean the injectors, place the injector needle (1) and injector
needle (3) from the reagents into the vials containing washing solution.
When handling the injectors, wear gloves to avoid possible contamination.

Note: Lightly shake the injector needles to remove reagent before inserting
into the washing solution.

The Reagent 2 remains connected to the instrument.
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Select Instrument / Wash and select Injector 1 and Injector 3.

Injactor Wash Sequenca
Salect Injectors -
MWhen finiahed, prass Mext
Injueton
Yl InjEcton Injectar £ W ngeoon )
| concel |

Click on Next to proceed to the next screen.

SR gaee

Injector Wash Sequence
Load Wash Solution in the Reagent Fositions Selected,

Whern finished, pregs Nex

Injuetors
S injoctor ¥ I Injortor & IV Irffmetor

Injector \Wash Seausnce
ln;aét)ng‘w:\ah Soluton.

Slaase wail for oycle to complete.

Injectors
¥ inpertar 1 Injector 2 Yinjector 3

Cancel sl 3

This completes the cleaning of the instrument.
Close software and power down the instrument.
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4.10 Monthly
maintenance
and cleaning
procedure

The injector system should be cleaned on a monthly basis, following the
last assay of the day.

1. Before beginning the MM&C procedure, empty the waste container.

2. For the 3 injector lines pour the contents of Reagent 1 and connect to
the 3 injectors.

3. Select Instrument/MM&C. The following screen appears.

Injector MMEC Sequence Reagent | |

Cannest vial with Reagent 1 {12 ML)

Hote, The instrumentmust NOT be tumed off or sofiware must NOT beshut |
down during the full MMAC procedure!

When tinisned, press Nest,

Injectors

N | NIECI & (Wizls ]

| Cencel | N »>

Note: The instrument and software must remain active throughout the
cleaning procedure. Do not turn off the instrument or close out Innovate.im.

4. Follow the onscreen prompts to begin injection of Reagent 1. Leave
Reagent 1 in place until the cycle completes. The onscreen progress bar
will indicate the status of completion.

Injector MMAC Sequence Reagent?
Injecting Reagent 1 Sclution

Miote: The instrument must NOT be tumed oft ar software mustNOT be shut
doywn during the full MMAC procegurs!

Flease wait for cvcle to complete

Injectars

|y | o VTSR o
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5. Once complete, pour the contents of Reagent 2 into PP vial(s)
and connect to all injector lines to be treated.

Injector MWAC Sequence Seaaent 2

(Connect vial with Reagent 2 (22 ML)

INaote: The instrument muzt MOT be urned aff or software must NOT be shut
et during the full MMEC procedure!

Shen finished, press et

Injectars

Iyeetan | Iheets) = | [zetmr 4

I__ Canes} I | [ilent 3>

6. Follow the onscreen prompts to begin injection of Reagent 2. Leave
Reagent 2 in place until the cycle completes. The onscreen progress
bar will indicate the status of completion.

Injectar MMEC Sequence Reagent 2

'lnjedj-ng Rieagen Z Solution

Maote The instrument must MOT be tumed off ar software must NOT be shut
idawn during the wll MIMEL procedurel

Flease waitfor cycle to camplete.

T e ———

Inectars

1l TSI T |

| Cancel |

7. Once complete, pour the contents of Reagent 3 into PP vial(s)
and connect to all injector lines to be treated.
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Injector MMEC Sequence Feagent 3

Cannect vial with héag&nt'fi (22 'MLJ

[ate: The instrument must NOT be turned oft of software must NOT be shut
‘down during the full MMEC procedurel

When finished, prass Next

Imjectars

[t | e ey

l— Caneeal l | et 3

8. Follow the onscreen prompts to begin injection of Reagent 3. Leave
Reagent 3 in place until the cycle completes. The onscreen progress bar

will indicate the status of completion.

Injectar MMAC Sequence Reagent 3

Injzcting Reagent 3 Salution

ote: The instrument must NOT be turmed off or software must MOT be shut
idcnwn dunng the tull MMEC pracedure!

:PFeasewai‘lfnr oycle to complete.

- I
|njectars

== (=1 Inj==tar - | e

| Cancel | =

9. The Maintenance & Cleaning procedure is now complete. Connect the
Microwash to the Injectors and wash and prime with reagents as normal

before proceeding with assays.

Note: Do not re-use reagents and 25ml PP-vials. Discard all open

vials after use.
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Innovate.im has several system administration features that can be used
to manage the system. These features can be accessed by selecting
installation from the top menu bar and then selecting Settings.

General Tab Changes display of wells, delimiters, anddisables
ID’s for control positions. This feature should only
be changed after consulting Hygiena technical
support.

Directories Tab Changes the Measurement, Template, and
Transfer directories.

Password Tab

Add/Edit user Login information. See section 5.1 for further
instruction.

Font Tab Change the font in the Calculations or Statistics
windows.

LogSystem Tab Track events in the system log. See section 5.2

for further instruction.

New users can be added or existing user information can be edited by
selecting Installation from the top menu bar then selecting Settings and
clicking on the Password Tab. The following screen appears.

A user can be deleted by highlighting the user name and selecting the
Remove User button.

installation Settings
ﬁ Celsis Innovate.im vio
| Genera | Drectores | Fassmord |Fort | LogSystem|
List oz thorised unars
Wser name Accessnghts
| Calsia Administrator
| System Manager Administrator
Wser User
ficd User ..
T [ s |

5 System
Administration

5.1 Managing
Users
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5.2 Using the
system log

To add a new user click the Add User button.

User
User Name | [ Cancel
User dcoount 74 |H$‘

Password !
Password Confimation -

Enpiration Date BV BHpIE -

To edit an existing user, select the user ID and click Edit User. The following
screen appears.

Type the new user name and password. The user name and password

must be a minimum of 4 characters. Confirm the password and select the
expiration date.

Access rights can be customized for each user. Hygiena recommends

daily users of the system be given User access rights. An Administrator,
Supervisor, or Super user level access rights login should be assigned to
the onsite system administrator. See section 1.3 for detailed descriptions of
each user account level.

The system log tracks all events in Innovate.im. To access this feature select
Installation from the top menu bar and select Settings. Click on the Log
System tab. The following screen appears.

I[a;ﬂm Password | Fort | LogSystem

VlActvate LogSystem  Log Level - [Level] 7| FPoni Lig
Show al before Shaw user Show operation

9232011 B 52| |5 |
Date Time User Pefformed Task |

20110923 100458  System Manager MessageBox: Injector MMSSC Sex—
20110923 09:57:10  Sysiem Manager D=tz File ([C\Pogamistatinnove
20110923 195710  System Manages Measuremert Finished. Status - Ve
20110923 054332  SystemManager  Template Mainx Sefiings Modfied
20110927 094210  System Manager  Massurament Stated, Flanams -[
20110923 094146  Systen Msnager  Template File (C\Progrm Data'in
2010923 054133 System Manzger Daiz File (G \ProgramDetatinnova

AN LYY, 010 [ P ven T E— | TFSSEE— S WS e |
| i I i

Humberof - masimum /found /ol -kems: 1000 [t ; 7@ ;7B

Codiom | ~ [
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To activate the system log, check the box next to Activate LogSystem. This
will create a record of events in Innovate.im.

Select the Log Level

Level 1 Collects basic information suitable for audit purposes.
Recommended default level.

Level 2 Collects additional system information. Use only as directed by
technical support.

Level 3 Collects the maximum amount of system and user information.

Use only as directed by technical support.

Note: Log Levels 2 and 3 collect additional system information and create
larger system log files which can impact system performance if used for
extended periods of time. For best performance, use Log Level 1 setting.
To search for events by date, use Show all before feature.

To find events by a specific user ID, type the user ID in the Show User field
and select Set.

To search for specific events, type the event description in the Show
Operation box and select Set. This field is case sensitive.

The search results can be limited by designating the number of records to
display in the Number of — maximum field and selecting Set.

Print the results displayed by selecting the Print List button.
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6 Customizing
the plate prep
window

The plate prep window can be customized to show additional user specified
columns and control how data is entered into each field so that all data is
uniformly transferred to the database. This aids the query process when
filtering data in the database.

Creating Custom Columns

To create custom columns in the plate prep window, select Installation/
Driver and click the Sampler tab. Click the driver displayed in the driver
window and select Driver Setup.

[ Reader | Epot | Samper |
| List of instalied Sampler drvers |
mamna celsisTmwSdl | | Doleto Divar |
(15 et Dover |
[ DiverSet. |
|
] [ Coed | fow | [ e ]

The window that appears allows the user to add or remove columns from
the plate prep window, provide custom names for the columns and change
the order of the columns.

Diata Locatons
Innnvate o Templals Location -
i) st b rinavaley'Sh Para Browe |
Innovate m SamplelD Location
- Programiiatabl nnovatel/Sh Transker Erowse:
‘Column Adustment
Colume -Name  Type Made Pt Indie |7‘5‘d‘1 ‘
Sample 1D Test Variahle Yes  Yer £
Prod, Type Tewt W arnisbhe Ne  Ma [ighs
Frod. Tame Text Y ariable Hey iy Loakusi
Nate Test Vaisle  Ho Mo I
Prod.Date Date Wanstle Ho Mo :
Properfies-
Prrit chostol
Frint Adjustments
Frinter \\chrfs1\Malinom Color Coprer (defaul) [ et |
Farl  Aual Standard, 9 pt [ St | m
- | Cancel |
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To add a new custom column, click the location in the displayed list where
the desired column is needed.

Columr Adjustrent

Calurin - Name

Sample 1D
Frad Type

Mate g
Prod Date

Type
Test
Test
Teut
Text
Date

Mode

Yanahle
‘ariable
‘Wanable
Vanable
“Variable

Pint  Indic
ez  Yeeo
Mo Ma
Mo MNa
Mo MNao
Mo Na

Lookup:

| Edit | Mode |

Properties:

| [ Print]| [Indicator|

Click Add and select the type of column desired.

Text

Number

Date

Column &djustment

Text or number can be typed into this field. A maximum of 6

text columns may be displayed in the plate prep window.

Only numbers can be typed into this field. A maximum of 2
number fields may be displayed in the plate prep window.

Only dates can be entered into this field. A maximum
of 3 data fields may be displayed in the plate prep window.

Column -Name  Type
Sample D Text
Prod Type Text
Prod Time Tent
Hate Test
Prod Date Date

Mode

\anzble
Warizble
Warizble
Vari=hle
arzble

Fririt

‘e
Ha
Ha
Ho
Ho

Indie | [8dd 7§

Yes | Edit | Text Freld Z more |eft
Ho Detete. | Numberfield 2 more el
N Lookup: Date Field 2 more lefs

No | [T | [Made
Na :

Fopetes:

| [ Ennt | | indicates |

To change the name of a column, click on the desired column in the list and

select edit.
Celurin &djustment

| Column-Name  Type Mode Frint Inde | | Add |
Sample 1D Tent \anable Ye:  Yes
Frod, Type Tex Vargble  No Mo | Dekle
MNew Colurmr PEHI \daﬂai:e :lis Mo Lockup;
Prod Time ext ariable o Nao Edit | [Fode
Nite Teut Variable Ne  No |' : |__
Frod.Date Date Vanable No  Nao Pn:fperhes. - -

| Print | | Indicatar |

To delete a column from the list, select the column name and click Delete.

Note: The Sample ID column can never be deleted.
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Columns are displayed in the plate prep window in the same order as

they are displayed in the Column Adjustment list. To change the order of
columns, add or delete columns to obtain the desired order in the list.

The user can also specify which column information to be displayed in the
lower portion of the plate prep window. Select the desired column in the list
and click Indicator. The indicator in the list changes from No to Yes.

Calumn Adiustreznt

Colurmn - Name
Samrple D
Prod Type
Flavar

| Pred. Time
Mate
Prod Date

Tupe Mode

Teut Variable
Text Variable
Text ariable
Teuxt W ariable
Text Wariable
Date Variable

Frirt
Ve
Mo
Na
Mo
Mo
Na

Ma
Mo
Yes
Mo
No
Ma

[ Deee |
Lookup:

_Edit_|[Made |

Propeties:

[ Print | |Indieatoy|
4&‘

To select which column information prints when the plate layout is printed,
select the desired column and click Print. The Print in the list changes from

No to Yes.

Column Adjustrmert

Calurr - Name
Sample IC
Prod Type
Flayer

Frod. Time
Mate
Prod.Date

Tupe Maodz

Text Wariable
Text Wanable
Taut Variable
Text Variable
Text W ariable
Date ariable

Creating Lookup Tables

The column Mode can be fixed or variable.

Fixed

Variable

Print
Yes
MNa
e
Ma
Na
Mo

[dic
Mo
Mo
Yeg
Mo
Na
Mo

| =
T |
| Delete |

Lookup:
| Edit || Made |

Froperties:

| Flirt_ | Indicatar |

5

Forces a user with User level permissions to use only
the data specified in a lookup table defined by a system

administrator.

Allows the use of a lookup table or the ability to enter data

into the field.

To change the mode, select the desired column and click Mode.

Calumin Adjustrment

| Colurn - Mame

| Sample 1D

| Prod Type

' Flavor

| Prad Time
Noke

| Piod Date

Type Mods

= ‘arniahble
Tent Wanable
Text Fixed

Teut Variable
Text Wariable
Dale ariable

Priri
Yes
No
ey
Mo
No
MNa

MNa
Nao
eg
Ma
Mo
Mo

| Edit |
|. Delete |

Lookup:

| Edt || tads,|
FPraperties: Ll
[Print | | Indicator|
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To setup a lookup table for a field, select the desired column in the list.
Click Edit in the Lookup section to the right.

Column &diustment

! Calumr « Name Tupe Made Print  Irdic | Add |
Sample |D Text Varizble Yes  No | Edi |
Frod. Type Tesxl Variable Na  Na | Delete |

‘ Flavai Texl Fised Mes s Lookup:

Prod. Tirme Teut Variable Na MNa m Made

‘ Note Teut ariable Na Na > o
Frod Date Date Varisble Mo No SRRl

= — : | [Park] [Indoster|

The lookup table box appears.

Lookup Table o

Lookup Items I OK I
Cancel |

Move Up

‘Mwebuwr'l |

| Addlem |

Edititem |

| Delete Item |

Delete Al |
In the lookup table box, click Add ltem. Select the new item
and click Edit ltem.

Tiooip Tae = T
Lookup Items OK |
Cancel

Mowe Downm

| Addltem
| Delete Item

' | Delete All |

Enter the desired data and press enter. Add, edit, or delete items
as needed and then click OK.

Note: Any changes to the plate prep driver will not take effect until the
software is restarted.

43



Hygiena Innovate System

Section 7

7 Database

Introduction

7.1 Innovate IM

Database
Menu

Innovate.im contains a very powerful database feature. This feature can be
used to query the data and create reports.

All results from Innovate.im are automatically saved in th'e database as soon
as the measurement of the microtiter plate is finished.

To open the database you can either select the Database icon on the Toolbar
of the Innovate.im software or Select File Database.

Edil  View Insteumdnt  Inclalaiion  Help

R .
& A | w
Saved funy settings Start P Databiate

ocol Resufts

The database screen will appear:

AERTRRRRA RN AR R

e g1
[
ooy 7]

= bt
= i i

The illustration below shows the menus and functions of the
Innovate.im database. Some functions may not be visible if not
logged in with system administration rights.

File Edit View
Export Copy Setup filter
Export setup
Print Paste Show
Print preview columns
Print setup
Backup database
Backup database Network
Compact settings
database

Restore database

Archive transfer

Create new
archive

Close

44



Section 7

Hygiena Innovate System

Brief Explanation of Functions

File Menu

Export / Export setup

Print / Print preview/
Print setup

Backup database /
Compact and restore

Archive transfer

Create new archive

Close

Edit
Copy / Paste

Options
Setup filters

Show columns

Network Settings

This option allows you to export data from
the Innovate.im database to Microsoft Excel.

Option to print data from the database.
Printer setup option can be used to define the
layout of your printed report.

A backup of the database can be performed
in order to avoid losing data. The compact
function can be used to keep a large database
operating at optimal performance. Restore is
used to restore a backup.

Data can be archived to the existing archive
table in order to improve database performance.

Create/manage archive tables.

To exit the database and return back to the
Innovate.im software.

Copy and Paste function can be used to enter
additional sample information into the database.

Filters can be defined in order to search for
specific data (e.g. Sample ID, RLU).

Option to define which columns should be
displayed on your screen.

Database can be linked to tables on a server for
multiple user access.

A symbolbar is located directly underneath the menubar. The icons found
here provide shortcuts for many of the program tasks you are likely to use.

Innovateim - _

File Edit Options

oM Y

Print Expart Select data

(o] &Y i .
Shaw all Refresh Edit data Enter data
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7.2 Innovate IM
Database
Screen

The database screen shows you all columns from the Plate Preparation
screen, measurement results and some editable columns.

You can define which columns you would like to have in your database view
by clicking on Options / Show columns. The following screen will appear:

-

Options ShuuCo!umns_ 1

¥ Serial Mumbar
¥ Fosition

7 Flate In

% Sample iD
\[l_|¥ Assay

Il [P Prod.Type

¥ RLL

¥ Rasult

[# Bokgr Flag

¥ Proa Date

% Prod Tima

¥ tele

| P Comment
|12 Date
|

I

L7 | Ingmama

Use the check boxes to select the columns you would like to have in your
database:

i Options Show Columns p—

[¥ Serial Number &
¥ Position

Fl Sample ID
[} Assay

¥ Prod Type =
& RLU

¥ Result

[V BckgrFlag

[¥] Prod Date

¥ Prod Time

¥ Mote

[ Comment

[# Date

¥ i jcarmama

Close

s
s =

You can arrange your choice of columns in a particular order by a simple
drag of the mouse. Position the mouse pointer on the most left box adjacent
to the column name you wish to re-arrange. The pointer will change to an
arrow shape.

Click and hold down the left mouse button and drag the columns to the new
position.

Select Close to leave this option.
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Column widths are adjustable. Simply position the mouse pointer over a line
beside the columns heading you wish to adjust.

| RLU & Result

The pointer will change to an arrow shape. Hold the mouse button and drag
it left or right to narrow or widen the column.

If you would like to add additional sample information, select the column in
which you would like to enter additional information either by clicking on the
specific column header:

Sample ID #1

[ ]

1234 It
1 De
7 Ths

or by selecting the Edit data icon on the symbolbar. al%m

All editable columns will be marked with a pencil: able

Click into one cell of an editable column and type the appropriate
information. Double-click on it to highlight it, and select Edit / Copy on
the Menubar.

Highlight the cell you wish to fill and select Edit / Paste on the Menubar. The
contents of the original cell will be copied to the highlighted one.

Identical information can be added to each field in an editable column.

IMPORTANT: Before performing this function, be sure to apply a data
filter so that only the desired data to be edited is showing. The following
procedure will edit the fields of all data in a specific column that is showing
on the screen.

If you would like to add identical information into one editable column, click
on the Enter data icon on the symbolbar.

(=G

Enlexrioks

The following screen will appear:

. —— o

-
Enter batch data for column ! -

Select column
Sample ID vl

Enter value for selected column

Ok ] | Cancel

= - ——

7.3 Widening and
narrowing
columns

7.4 Entering
additional
sample
information
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Click on the arrow beside the box marked “Select Column” and select the
column in which you would like to add the information.

Type the appropriate information in the box “Enter value for selected
column” and confirm by clicking on OK.

Click Yes to confirm that you would like to add the entered information in
the pre-selected column. (Prod. Type in this example).
The following screen will appear:

ngmosen T

'.9_' De you want to enter batch data for column "Sample ID'?

I ¥ ] bl ]j

Click Yes to confirm that you would like to overwrite the data.

The following screen will appear:

Message Innovate.im i E .

I,el Do you want to overwrite existing data?
i e

|
| e [ ]|

In case Repeat will be selected, Identical data will be copied in all cells of
the selected column. In case Increment will be selected, data will be copied
and automatically increased in case a number is entered.

Note: This action will add data to all selected cells in the column.
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There are different options to search for particular data. These options can
be used, for example, to look for particular Plate or Sample ID’s, Products or
RLU results.

Quick filter - Search by selecting a cell

Position the mouse pointer in one cell, which contains the information you
are searching e.g. all Chocolate milk samples, a specific production date or
Sample ID.

Click on the right mouse button and the database will only show you the
results with the identical information in the same column.

Selection of data through predefined filters
The Innovate.im database contains predefined filters, which can be used to
review data.

Click on Select data in the symbolbar.

Select data

The following screen will appear:

Filter List

Logical Test +
Serial Number

Sample ID

Plate ID

RLU

Measurement Date

7.5 Selection of
specific data
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As an example, we will search for samples with positive RLU values. This
means we search for RLU values above the predefined threshold limit of 80
RLU. Select RLU and confirm your selection by clicking on Apply.

The following screen will appear:

-
Apply filter; RLU
e —

Enter the value for parameter RLLU is greater than
80

The predefined RLU filter of > 80 RLU can be accepted by clicking OK.

Note: In case you would like to change the criteria of 80 RLU, for example
for specific products with higher threshold values, you can enter a different
RLU value in the box. Confirm by clicking OK.

Note: In case multiple criteria are defined within one filter, the Skip button
will give the possibility to skip one of the criteria for this selection.

The database screen will only show you the Samples with RLU results
above 80 RLU.
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Selection of data by creating custom filters

If you wish to search for particular data, the system manager can create
company specific filters. The filter can be defined based on one Criterion or
a combination of different criteria.

To access the filter setup window, select Options/Setup filter from the top
menu bar.

[@ irmovateim - [Dat:
File Edit [Options ]

| pre—

Show columns...

+  Serid  Network settings..

I Bnd

Optionsstp Ftr New 5

The icons displayed in the filter setup window perform the following
commands:

New Creates a new filter

Open Opens the filter list dialog box to open an existing filter
Apply Applies the current filter

Save Opens the filter list dialog box to save a new or revised

filter with a user specified name

Delete Opens the filter dialog box to delete a saved filter

To open a pre-existing filter select Open from the filter setup window. The
filter list dialog box appears.

Fritter 1

Logical Test -
Serial Mumber

Sample ID

Piate ID

RLU

Measurement Date

| selet | | Glose |

In this dialog box the user may open a filter by selecting the filter name and
clicking Select. You may also reorder the list by selecting the filter name and
clicking and dragging the ' $ | to the left of the name.

To rename a filter, first open the filter then click Save and select a new name.
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Creating a new filter
To create a new filter, select Options/Setup filter from the top menu bar. The
following screen appears:

Options Setup Filter: New -

Filter Parameters

, Select l OrderBy | e -
: Relation Column Operator Criteria Prompt  # |
l = [~ ;I— B 8|
Ed |=] Ed E |
| = [=] = o
| - B8 - |
B B B B
| =] =] 7] '
| z| =] Iz
v E| (=] B
' Lzl =] [ .
| 2 =] z -
: ™ ’
L
[T case sensitive Close |

A filter condition contains a Relation to combine multiple criteria, a Column
to search, an Operator to define the condition and a Criteria expression with
which you want to search. If you want a filter to prompt you for the criterion
each time the filter is used allowing you to change the criteria parameters
each time, select the Prompt box.

Link For a single criterion in the first row, leave link blank.
Multiple criteria need the relational link And/Or in order to
define whether to search for items that include both criteria
1 and 2 or search for items that include either criterion 1 or
2. If no link is defined when multiple criteria are entered, the
system will use And to relate the criteria by default.

Column Click the column drop down arrow to select which column
to apply the condition to when searching. To remove a
condition from the filter, select the empty space at the top of
the list of columns names.

Operator Select an operator by clicking on the drop down arrow.
Begins with: Specifies that the column value must begin
with the specified string in the criteria field e.g. C will return
records for Chocolate and Cherry.

Is equal to: Specifies that the column value and the value
in the criteria field have the same value e.g. Vanilla will only
return records for Vanilla.

52



Section 7

Hygiena Innovate System

Is greater than: Specifies that the column value must be more than the
value in the criteria field e.g. 7 returns records 8, 9, 10, etc.

Is greater than or equal to: Specifies that the column value must be the
same or more than the value in the criteria field e.g. 7 returns 7, 8, 9, 10, etc.

Is less than: Specifies that the column value must be less than the value in
the criteria field e.g. 7 returns 2, 3, 4, 5, 6.

Is less than or equal to: Specifies that the column value must be the same
or less than the value in the criteria field e.g. 7 returns 2, 3, 4, 5, 6, 7.

Does not equal: Specifies that the column value must not be the same ast
he value in the criteria field e.g. 7 returns all value except 7.

Is empty: Specifies that the column value must contain an empty field.

Is not empty: Specifies that the column value must contain
no empty fields.

Contains: Specifies that the column value must contain the specified string
in the criteria field e.g. S returns records for Soy, Lines, HTST etc.

Not all operators are compatible with all columns. If the operator is not
compatible with the column selected, the error message Operator Mismatch
will appear when running the filter.
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Permitted Operators

Column Type
Text Text Date/Time  Yes/No Number
Displayed Data Text Number | Date/Time | Contam/ Number
OK/Retest
Begins with Yes No No No No
Is equal to Yes Yes Yes Yes Yes
Is greater than Yes Yes Yes No Yes
Is greater than or equal to Yes Yes Yes No Yes
Is less than Yes Yes Yes No Yes
Is less than or equal to Yes Yes Yes No Yes
Does not equal Yes Yes Yes No Yes
Is empty Yes Yes Yes No Yes
Is not empty Yes Yes Yes No Yes
Contains Yes No No No Yes
Note Accepts Accepts Accepts Accepts
only only valid only only
numberic |date values| Yes, true, numberic
valuesin | in criteria. | 1 & No, values in
criteria No time | false, zero criteria
values in criteria
Criteria Specifies the value or text with which you want to search.
Prompt If selected, the user will be prompted each time the filter is

performed to enter desired criteria. Use this option is the
format of the filter will remain the same, but the criteria will
need to be different each time it’s used.

Note: The user will only be prompted to input the criteria when using the
Select Data icon on the main icon toolbar.

To make the filter case sensitive, click the Case Sensitive box at the bottom
of the filter setup window. This will return records that match the criteria in
value and in case. If a value is entered into the criteria that does not match
the case of the value in the record, the record will not be included in the
filter.

Order by tab

Click the Order By tab to select the ordering criteria. This sorts the records
by one or more columns in the output of the filter. The order in which
columns appear in the ordering criteria list box determines the order of
importance when the filter results are sorted. The first column in the
Ordering criteria list determines the primary sort order followed by the
second column listed etc.
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Selected columns: Ordering criteria:

| Senal Number - B

Position r 3

Plate IO

Sample ID

Assay Add > \

Prod Type M
| Riu 3 <Remove | |

Result

Eckar Flag Order options

Prod Date @ Ascending

ProdTime Descending

Note

Comment

Date

Username - -
MI71Cuesnnsm Close

Before adding a column to the ordering criteria list, select Ascending or
Descending order options then add and remove columns as desired. An up
or down arrow displayed next to the column name indicates if it is ascending
or descending order. Additionally the order option can be changed from
ascending to descending and vice versa by clicking the indicator arrow next
to the column name.

The order of columns in the ordering criteria list can be adjusted by clicking
on the box next to the column name and dragging to the desired location in
the list.
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7.6 Refreshing
the data

7.7 Print data

7.8 Print setup

Click on Show all in the symbolbar to have all data back in the database or
if you would like to use another filter.

1o

Show all k

If a filter is still active in the Innovate.im database and new data is received
(indicated by a beep signal from the system), you can use the Refresh
button to apply the active filter against the newly retrieved data.

Go to the Menu bar of the Database and select File / Print or simply click
on the Print icon on the symbolbar to print all filtered results of the
database.

You can use the Print setup function to adapt the lay-out to your
requirements.

Select File / Print setup. The following window will appear:

File Print Setup i -

Select columns  printer | | Cotumn favout | Page fayout o8
Sesect cokener: =
Availabls cakimns
Senial Humoes
Valid
Background
Measurement
indax

234>

=Ramove

18 1

Sedect pirker

Mame o T S

Wners: L2) ® Langscace

The print setup function is divided into three different pages:
Select Columns / printer

This page allows you to select the columns you wish to appear on your
printed page. Add a column to the printed page by clicking on the column
name in the available column list and click on Add. The column will be
moved to the printing column list. You can remove columns from this list
by clicking on the column name and select Remove. Column order can be
adjusted by clicking on the box next to the column name and dragging up
or down on the list. The printer should also be selected on this page.
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Column layout

" -
Select columns f priter | Colurn t2yout] | Page layout oK
Cobann lapoid  Gancal
Column Wigth in inch Jushty
Pasilion 0550 Lat [+ -
Plate (D 0650 Laft - I
Sampie 0 0700 Laft =
Assay 0,650 = Lan =B
Prod Tipe 0.650 S oLem {-_l
| R 0.500 - Right =
Result 0500 < Laft =l
Bekgr Flag o700 o Lan 1=
Pioa Dats 0650 o Len 3.
Colrter ok height n ity
1Print Caplian | g 020 &
029 -2 Wit in et Jushiy || - o Emvulet) wlhy ovfave

i iy ok Find

Colurmn, 0,08 1% Al

Rows: 0,10 14 |09 Bamplo D 210
Drrter cobamen fommal
& Date Dats and Time

ol 0 (o) [0l abi]  @nchas

ey

Maimators

The column layout tab allows users to customize the printed layout of each
column. The Width and Justification of each column can be specified.

A Counter can be placed in front of all rows on the printout indicating each
record number.

The Column height in inch adjusts the height of each row in the displayed
columns. If Stretch with overflow is checked, the column height will adjust
automatically to display all data in the cell.

Use Gap in inch to adjust the space between rows and columns if desired.

Specific Font parameters and Units can also be specified.

Use the Date column format to specify if only the Date is printed or the
Date and Time is printed.

Page layout
oo = . . ’

| |'Select columns | printer | mmlmm]"’aqe layout oK |

Page heade:

| gancel

Innovate.im - Database Report =

it [ [+ =] Badle 0

Groug:

Start ¢ach group on a New page

Page footer:

¥ Prnt date and time

Agial |"| 8 = 'Ell‘j
Surnmary

anal [zl [n [z] Bdeiul

Group an column

szz3y

i

¥ Pontpage Xof ¥
€g Pagelof 35
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In the Page layout tab a custom header may be entered with specific font
parameters. To print the filter name with the header, select Print filter
name.

Use the Group feature to group sorted columns in the report. Select the
column to group from the drop down menu. Column groups may be printed
on a separate page by selecting Start each group on a new page.

Note: Columns must be sorted using the Order by tab in the filter setup in
order to use the Group feature.

The current date and time can be added to the Page footer and the style
can be customized by selecting the desired font properties. The text box
will show a preview of the font properties selected. Page numbers can be
added by selecting Print page X of .

Use the Summary section to type a custom report footer and define the font
properties.

Click OK to save the report layout. This layout becomes the default layout
for each printed report and can be changed as needed.

7.9 Export

data setup Export setup can be used to define specific columns for export to excel or

another suitable program. When exporting data, a filter can be applied to
select the desired information for export.

Select File/Export setup. The following window will appear:

File Export Setup 3K
Selacted columns: Exporting columns: | OK |
Serial Mumber (] Position . == =—wan
Background : Piate ID | ﬂaﬂUEi_|
Measurement || Sampie ID
Index | | Assay
| | FrodType
- RLU
| Add = | : Result
T Bekgr Flag
| <Remave | || Proa.Date
|_| PredTime
|| Note
| | Comment
|| Liate
in Username
- | | Errar -
Text gualifier. i ! »  Column separaior, -
Include column specification: o

58



Section 7

Hygiena Innovate System

This page allows you to select the columns you wish to export. Add a
column to the exporting columns by clicking on the column name in the
selected columns list and click on Add. The column will be moved to the
exporting columns list. You can remove columns from this list by clicking
on the column name and select Remove. Column order can be adjusted by
clicking on the box adjacent to the column name and dragging up or down
on the list. When finished click OK to save changes.

The following steps need to be taken in order to export data to excel
or another suitable program. All results displayed on the screen will be
exported. Apply a filter prior to exporting in order to display only the
desired data.

To export data click on the Export icon or select File / Export.

The following screen will appear:

|

.
File Export

File name: DalabaseExportosv

Directory

e — —— —— =¥

Select directory for export. Data will be exported by clicking on Export.
Export setup can be used to select only specific columns for export.

You should create a backup of the database tables on a regular basis. If the

database is lost or damaged, you won’t be able to start it until you restore it.

Create a backup for the database tables in the selected directory. Copy all
files in this directory or another backup medium of your choice.

Contact your Hygiena Technical representative in case you have further
questions.

To ensure optimal performance, you should compact the database on a
regular basis.

If a serious problem occurs while you are working with the database, you
should compact the database.

7.10 Export data
to excel

7.11 Backup
database

7.12 Compact
database
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If a serious problem occurs while you are working with the database, you

7.13 Restore
should first compact the database before you restore the database

database
If the compact operation didn’t solve your problem, use restore to restore

your database tables to a previous state.

When performing database restore, select the backup folder created in the
appropriate location.

To improve performance of the database, you can archive old data. Routine

7.14 Archive database tables should not exceed 30,000 records. Once 30,000 records
transfer is reached, please archive routine database tables. To view archived data,

switch rom Routine view to Archive view using the select view box in the

toolbar.

Data should first be exported to excel before archiving.

Contact your Hygiena Technical representative in case you have further
questions.

If the filtering process in Archive view becomes too slow, a new archive
table can be created. This will improve filtering performance when running
7.15 Support of queries in the archive. Archive database tables should not exceed 120,000
multiple records.
archive
tables To create a new archive table

1. Login to Innovate.im as System Manager or Celsis and open the
Database.

2. Select File>Create New Archive
3. In the dialogue box that appears name the archive table currently in use.

4. Click Create. The current archive in use is renamed as specified and
a new empty archive table is created named “Archive.” When Archive
Transfer is performed, the data will be archived to the new archive table.
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To rename an old archive table

1. Login to Innovate.im as System Manager or Celsis and open the
Database.

2. Select File>Create New Archive

3. In the New archive name section of the dialogue box select the desired
new name of the archive. The desired new hame must not already exist.

4. Then select the desired archive to be renamed below.

5. Click Rename. The old archive is renamed. If the name chosen is already
in use, the operation is cancelled.

To delete an archive table

1. Login to Innovate.im as System Manager or Celsis and open the
Database.

2. Select File>Create New Archive.

3. From the Select an archive that you want to rename or delete drop down
box, select the archive for deletion and click Delete.

The database tables can be stored on a local network to allow multiple user
accessibility. To set up database tables on a local network, see instructions
in section 3.3 above.

To access network settings for the database software, open the database
and select Options from the top menu bar. Click on Network Settings. This
feature is only visible when logged into Innovate.im as System Manager or
Celsis and allows the user to move the database tables to a folder on the
local network drive using the Move Tables tab. Other workstations can then
be linked to this table by selecting the Link Tables tab and referencing the
appropriate location of the network database table. Network database table
report and filter settings can be shared. Data upload settings can also be
customized.

It is best to designate one workstation on the network as the master
workstation. Other workstations on the network can be linked so that they
utilize the report and filter settings of the master workstation. This allows
centralized control of these features.

7.16 Sharing data
on a network
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7.17 Sharing

reports on
a network

7.18 Sharing

queries on
a network

Reports can be set up and shared via a local network so that all
workstations have access to the same report format.

To set up shared report settings

1.

LSRN

Create an InnovatelM Database Report Settings folder on the local
network drive. All workstations must have full permissions to this folder.

. Open the Database software and select Options from the top menu.

Open the Network Settings option.

Click on the Report/Filter tab and click the ellipsis (...) box next to
Directory for the report settings box.

Navigate to the InnovatelM Database Report Settings folder on the
network and select this folder to link to the current workstation. The
print settings for the current workstation will now be the same for all
subsequent workstations linked to this folder. When changes are made
to the report settings on this workstation, all workstations linked to the
network report settings folder will also be changed.

To link a workstation to the Database Report Settings folder

W o np o=

E

. Login to the workstation as System Manager or Celsis.

Open the Database software and select Options>Network Settings.

Click on the Report/Filter tab and using the ellipsis (...) box next to the
Directory for the report settings box navigate to the appropriate folder

on the network where the database report settings are stored and select
this folder. This workstation will now use the print settings located in this
folder.

To revert back to print settings on the local drive of the workstation,
change this option to the InnovatelM folder on the local drive.

Queries can be set up and shared via a local network so that all
workstations have access to the same queries.

To set up shared queries.

1.

Create an InnovatelM Database Filter Settings folder on the local
network drive. All workstations must have full permissions to this folder.

Open the Database software and select Options from the top menu.
Open the Network Settings option.

Click on the Report/Filter tab and click the ellipsis (...) box next to
Directory for the filter settings box.
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5. Navigate to the InnovatelM Database Filter Settings folder on the
network and select this folder to link to the current workstation.
The queries for the current workstation will now be the same for all
subsequent workstations linked to this folder. When changes are made
to the report settings on this workstation, all workstations linked to the
network report settings folder will also be changed.

To link a workstation to the Database Filter Settings folder,

—

. Login to the workstation as System Manager or Celsis.

[\

. Open the Database software and select Options>Network Settings.

3. Click on the Report/Filter tab and using the ellipsis (...) box next to the
Directory for the filter settings box navigate to the appropriate folder on
the network where the database filter settings are stored and select this
folder. This workstation will now use the queries located in this folder.

4. To revert back to filter settings on the local drive of the workstation,
change this option to the InnovatelM folder on the local drive.
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