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Comments:
Initial Publication
Updated to include new functionality that has been added to the software in recent patch

updates. Some icons have also been changed to match updated versions.

Operator manual updated to include a back page with mandatory manufacturer details
(name and address). Document coding has been amended to conform with the new Q-
Pulse standard format in preparation of its move into the electronic system. The DOI has
been removed and replaced with the revision number only due to its pending move into Q-
Pulse also.

Images have been changed to reflect the new appearance of Platinum 6.

Modification in line with the requirements of the In Vitro Diagnostic Regulation (IVDR) (EU)
2017/746, resulting in updates in some sections.
Additional comment added to section four.

Updated section 10.3.3, also appendix added.

Advena Ltd. Tower Business Centre,
2nd Flr., Tower Street,

Swatar,

BKR 4013

Malta

Acronyms

CCE Clinical Capillary Electrophoresis
CE Capillary Electrophoresis

IFE Immunofixation Electrophoresis
MiU Method in Use

LIMS Laboratory Information Management System
LIS Laboratory Information System
QcC Quality Control

NWL Navigation Work List

ES Expert System

Intended Purpose

Platinum Software is an analytical software package that is used to display, edit and
store the result output of numerous clinical kits. Platinum can be used as a standalone
program or it can be connected to a V8 Clinical Capillary Electrophoresis system and
/ or a laboratory information management system (LIMS). Data imported into Platinum
can be displayed, peak morphologies assessed and relative area under the curve
calculated and thus, provide an operator with qualitative and quantitative information.
Results can be stored with patient demographic information in a searchable database.
Intended for use by a trained laboratory professional in a clinical laboratory.
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1. Log in to Platinum

1.1 Initial Log-in Screen

When Platinum is opened, the initial log-in screen will open. A user name and
associated password must be entered in order to proceed using the software.

Exit Platinum

Select Operator:

Please sign in to Platinum

O o R GEED | 4, et

Platinum Version
Patch Number
Branch

Platinum Build
Company

Windows Version
Build

Serial Number Button
Serial Number Case
Networking

Track

Expert system
Middleware Session
Touch Screen

Monitor
Monitor
Touch Monitor

Method File
Gel File

On a Platinum system that does not have a Platinum dongle attached, it is possible to
activate the main software and any additional features without the need for a dongle
to be present (Platinum 6.1.111 onwards).
To do this, the System ID will be used for the activation, rather than the Dongle ID.
When Platinum is first activated, the following window will appear. Select ‘Use System
ID’:

& Platinum 6.1 Dongle Not Det...  ? X

The Platinum Hardware Key (dongle) was not detected.
Do you want to run in Viewer mode or insert the dongle and

detectit?
Viewer Mode Redetect Dongle
Dongle Driver Data:
Driver not Active.

USB DS9490 V4.03 1/1/11 (IBUSB&4.DLL)
LPT Driver not installed.

‘Renstaldondedwers

= =] =
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After you have selected ‘Use System ID’, the Upgrade Code can be sent to V8
Technical Support. V8 Support will then return an Activation Code which can be used
in Product Activation.

@ Upgrade Code Entry X

Validate the Upgrade

Email this code : | §10F0C7661F96DIE |

| Copy To Clipboard |

Enter the Upgrade Code : ‘ ‘

oK

NB. Customers who already have a dongle will not need to make any changes to
their setup.

For Platinum systems that don’t have a dongle and are running a patch priorto 6.1.111,
the software will display a window “Dongle Not Detected” (see image below). In this
circumstance the user can plug in the dongle and select redetect dongle or can reinstall
the dongle drivers. However if the user does not have a Platinum dongle they can still
continue to use the system in “Viewer Mode”. This will allow the user to access archive
data to interpret and to report this data but not to acquire new data or start new
sessions. When in viewer mode, users must login to the system in the usual manner.

&3 Platinum 6.0.1726.0: Dongle Not Det... ? X

The Platinum Hardware Key (donale) was not detected.
Do you want to run in Viewer mode or insert the dongle and

detect it?
Viewer Mode Redetect Dongle
Dongle Driver Data:

Driver not Active.

USB DS9490 V4.03 1/1/11 (IBUSB64.DLL)
LPT Driver not installed.

Reinstall dongle drivers.

Exit Help

1.1.1 Operator Log
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The operator log stores a full history of operator data and decision-making. This
function allows all viewing/editing functions carried out by a specific user for a defined
time period to be identified.

1.1.2 Additional Operator Log Options
Print — the table can be printed by selecting the Print button.

Export — The data can be saved as a tabbed .txt file by selecting the Export button and
entering a file name and location in the appropriate boxes of the Save As window.

1.1.3 Product Activation

Purchasing Platinum Plus will allow the activation of extra features, including
Networking, Track, Expert System and Touchscreen. Select the Product Activation
icon and enter the Activation Code to enable the purchased features.

2. V8 Status Window

Once logged in, Platinum will switch to the V8 Status window, and icons will appear on

the left hand side of the screen. From here, select the + icon from which you are
given options that will determine the main action of the session:

e Create new V8 Session
e Create new Gel Session
o Open Session from File

VEISITG V8 Communications  LIMS Communications  Diagnostics Racks  Messages LAS

New Session

Text

. Create new V8 Session

B creste new cel session

Open Session from File.

cCo@@E
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The V8 Status icon will change according to its current connection status with the V8:

Not connected

V8 requires attention

Successfully connected

Preconditioning

. A

Postconditioning

When the V8 Status window initially appears, there will be no communication with the
V8 until a new session has been started. This is indicated by the red V8 Status icon
and no buffer or reagent information.

Once a connection is successful, the icon will turn green and buffer and reagent
information will become available.

- EX320200291 ® e
Zoom SP + R11°5 » 5@V8 (50.00) ‘AA‘ q w
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IN928200291 3 Total 0568
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Following a breakdown in communication between Platinum and the V8 instrument,
this function resets the communication loop with the last connected V8 System. To

reset the communication, go to the V8 Status window and select the == icon in the
top right hand corner:
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V8 System Status Overview

No Messages

Status Overview

Analyser Buffer Status Analyser Reagent Status

35%

50%

Buffer 1
SPE

Buffer 2
HbAlc

100%

Buffer 4
UltraScr

90%

97%

75%

Buffer 5
Storage

Buffer 6
Mainten

Waste

Reagent 1 Reagent 2
SPE Diluent UltraScreen

/
N

Tap fo scan buffer bar code \ (\ Tap to scan reagent bar code \
/

/

2.1 V8 System Warnings and Status

The V8 Status window continually informs the user of the instrument status, or action,
and of any warning or error messages. All information regarding the status of the

instrument can be found here.

Any V8 System status that requires the user’s attention will appear in the Status
Overview in orange. Any status that requires immediate attention will appear in red.
When a buffer drops below 10% liquid remaining, or when a reagent has no more tests
remaining, they will appear red in their respective Status windows.

Front cover open:

Status Overview

HL-2-P-3308-EN

Rev. 7

Front cover open and waste
bottle needs replacing:

Status Overview
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Analyser Buffer Status

15% 54%
Buffer 1 Buffer 2

SPE Zoom

10% 62% ’ P
Buffer 5 Buffer6  Buffer 7
Storage Maintenance Waste

Tap to scan buffer bar code

If an item requires immediate attention from the user before the V8 can continue, a
larger warning message will appear on the screen. This will clearly state the issue
encountered and what needs to be done to resolve the issue.

V8 requires your immediate attention

Once the operator has resolved the identified issue, the warning indication will
disappear from the screen.

If the user is busy and wants to temporarily hide the window, the ‘Dismiss’ option can

be selected and the window will disappear, however, there will still be an area of the
V8 highlighted in the Status Overview until the issue has been resolved.
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2.2 Defining Reagents and Buffers

V8 System Status Overview

No Messages

Status Overview Analyser Buffer Status Analyser Reagent Status
100%
35% 50%
Buffer 1 Buffer 2 Buffer 4
LiJ SPE HbA1c UliraScr
90% L 75%
. Buffer 5 Buffer 6 Waste
Stforage Mainten Reagent 1 Reagent 2
SPE Diluent UltraScreen.
E ,g < Tap to scan buffer bar code \ ( Tap fo scan reagent bar code \
/ /

All reagents and buffers used on the V8 are individually barcoded. Using the Analyser
Buffer Status and Analyser Reagent Status function allows the user to view what is in
use, and the position of the buffers and reagents. It also permits the user to change
buffer bottles or reagents via a prompt from the V8 or upon change of assay.

2.3 Checking Buffer Levels

It is possible to check the levels of remaining buffer onboard to ensure sufficient buffer
is installed for complete analysis.

To check the buffer fluid levels go to the V8 Status window. Select the V8 Status icon
again to update the values.

Analyser Buffer Status
Buffer 1 Buffer 3 Buffer 4
SPE Cathode SP6
12% 349 17%
Buffer 5 Buffer 6 Buffer 7
Storage Maint. .. Waste

( Tap to scan buffer bar code >

N
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2.4 Loading Reagents

2.4.1 Installing Reagents using the Reagent window

To install reagents:

a. Go to V8 Status > Analyser Reagent Status > Tap to scan reagent bar

code.

b. Scan or enter barcode information on the side of the reagent bottle, ensuring
that the positions in Platinum correspond with those on-board the V8.

c. Multiple reagents can be entered at once.
d. Once entered, add the reagent to the reagent bay.

Analyser Reagent Status

Reagent 1 100 Reagent 2
50 SPE Diluent UltraScreen ..
f': Tap to scan reagent bar code T]
HL-2-P-3308-EN Rev. 7
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Status Overview

Analyser Buffer Status

V& Error Lg

Text

#l% V8 Reagents 7 x
Feagent 1 Feagent 2 Reagent 3 Feagent 4 Feagent & E
Barcode: |IEEEEEINE | [410134.GD0 | [oooooooooo | [oooooooooo | [oooooooooo | U
Product reference : |SPE Diluent | |U|tlaScreen Dilue| | | | | | |
Expiry: [1019 | [oaz1 | | | | | | |
Lot: 20 | [18 | | | | | | |
Batchindex : [123 | [ | | | | | | |
TestsLeft: [66 | [0 | | | | | |
b ax tests |‘|B? | |'IUU | | | | | | |
CapOpened on: [28/10/2019 | [15/10/2018 | | | | | | |
Open Stabilty (days left) : |24 | [2 | | | | | | [ B
Feagent & Feagent 7 Reagent 8 Feagent 9 Reagent 10 -
Barcode: (0000000000 | [oooooooooo | [oooooooooo | [oooooooooo | [oooooooooo |
Product reference : | | | | | | | | | |
Espiy - | | | | | | | | | |
Lot : | | | | | | | | | | P
Batch index : | | | | | | | | | |
Tests Left: | | | | | | | | | |
Man tests : | | | | | | | | | | P
Cap Opened ok | | | | | | | | | |
Open Stabilty [days lef) - | | | | | | | | | |
Cancel Help

2.4.2 Clearing a reagent from the Reagent window

To a clear a reagent from the Reagent window, tap on the square (displaying the
number of tests remaining) next to the reagent to be removed. When the menu
appears, tap ‘Clear’.

HL-2-P-3308-EN
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Analyser Reagent Status

Reagent 1 100 Reagent 2
66 SPE Diluent UltraScre. .

",

/ Tapfoscar Reagent |o \

y
|

Clear

2.5V8 Error Log

The error log will display all errors detected by the V8. Select the “Update” icon o to
view the log, or to update it after it has already been viewed. The user can copy and
save the error log outside of the Platinum software for easier viewing or to send to
technical support.

VLS gyl V8 Communications  LIMS Communications  Diagnosfics Racks Messages LAS

Text

¢ o fH H

2.6 V8 Communications

The V8 Communications log enables the user to view communications between the
V8 and Platinum. Press the “Record” button to start logging these messages. The log
can then be, copied, saved, or an old log opened and viewed.
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V8 Error Log RYGReWNNTLITEWGER | IMS Communications Diagnostics  Racks Messages

Text

Sent data over socket successfully

Received 91 data
<R=STATUS=status=0000000000000000000000000000000000000000000000000000000000000000;</R=6f3b>
Handling message
<R>STATUS=>status=0000000000000000000000000000000000000000000000000000000000000000;</R=6f3b>
Aftempting to send data:

<P>RETRIEVE>STATUS></P=cc91>

Sent data over socket successfully

Received 91 data
<R>STATUS=>status=0000000000000000000000000000000000000000000000000000000000000000;</R=6f3b>
Handling message
<R=STATUS=>status=0000000000000000000000000000000000000000000000000000000000000000;</R=6f3b> ©

QorbDEESZF

2.7 LIMS Communications

This tab will only show communications between the Platinum and LIMS software.

Select the “Record” icon . to start logging these messages. The user can copied
and saved outside of the Platinum software.

2.8 Diagnostics
V8 System Diagnostics show the user the capillary temperature, reagent block
temperature, pressure, voltage and current. It also enables the user to control the

capillary configurations and direct commands to the V8 on start up.

Here the user can also record graphs of the run time parameters to track the systems
performance.

To update these values, select the V8 Status window icon.

V8 Ermor Log V8 Communications LIMS Communications Racks Messages

B @ Reagent Temperature 40.7°C Capillary Configuration
AP A AR @ Capillary Temperature 51.8°C
High Voltage 21V Y Z Z Z Z Z Z z
Current 16.3pA ! 2 2 ¢ ° 6 ! £
Send Direct V8 Commands
Graph scale for Pressure Force Precondition No Precondition

Maximum{ 330.00 mbar(/+ —\‘ju Force Purge No Purge
Minimum: | -500.00 mbar(/-l- —-“‘ju

2.9 Managing Capillaries

In the event that a capillary is damaged or deemed unusable, the sample handling for
that capillary can be disabled and the capillary isolated from use. The order of work
will adjust so that samples will be automatically processed between several V8 runs
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with no further instruction required from the user. The results will be displayed showing
only the available capillaries.

a. Go to V8 Status > Diagnostics > Capillary Configuration

b. Capillaries are displayed and numbered from 1-8, corresponding with positions
left to right on the instrument. To isolate a capillary and switch it off, un-tick the
checkbox above the capillary of interest.

c. To switch the capillary on, ensure the checkbox is ticked.

2.10 Racks
This will display all racks that contain any non-barcoded or misread tubes.

2.10.1 Sample Tube Barcodes

Tubes can be loaded on to the V8 with or without individual bar codes. However, this
does affect the manner in which Platinum processes samples and reflex tests.
e If barcodes are present the V8 will process each sample individually.
e If barcodes are not present the V8 will process each sample individually and
recognise each one only by rack number and position. As such, racks MUST
NOT be removed from the system or Platinum if reflex testing is needed.

The V8 will enter the barcode into the navigation work list under the first demographic
usually marked as LIS identifier. If the V8 has not been able to read the barcode on
the sample tube, or there is not a sample tube in every position of a sample rack this
field will be left blank.

To avoid disruption of the workflow, the V8 will process all the samples, performing the
default assay for all tubes, unless another test is ordered. When an unknown tube
(missing or misread barcode) is detected, the tube will appear in the missing bar code
work list.

@Missing barcode

Barcode present

V8 Emor Log V8 Communications  LIMS Communications  Diagnostics Messages LAS

Rack Barcode status by tube

rRo1 1(Dect  2(iDec2 3 T554g 4 TB2?1 5 6 7 8 q‘fa:amove Ratl\]

2.10.2 To Remove a “Sample Missing Barcode” flag from Platinum
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Sample tubes with missing barcodes or misread barcodes will be listed in the ‘No
Barcode Worklist’ list. Before this rack can be used again on the V8, this list must be
manually emptied by the user. The purpose of this list is to ensure the same rack is
not incorrectly run again.

N.B. Removing a rack from the system also removes the sample tubes contained
within it. As such automated reflex testing cannot be performed.

To remove the rack, select the ‘Remove Rack’ button.

V8 Ermor Log V8 Communications  LIMS Communications  Diagnostics Messages LAS

Rack Barcode status by tube

RO1 1:::01 ;.'ch 3TBS4E! 4T82?1 5 (1 (Remove Rack)

2.11 Messages
This tab continually informs the user of the instrument status and actions.
212 LAS

This tab will only show communications between Platinum and Inpeco for customers
with a track system.

3. Quality Control Window

3.1 Key Features
e  Monitor controls using the Levey Jennings plot
e Analyse data using Westgard rules
e Real time QC status of the analyser displayed
e Audit traceable comments against QC samples

3.2 Quality Control Menu Navigation
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QC Data Points

Start Date [EEANIGIEIRE] i End Dale [EEETEVE] ) (=
Normal R

Method

FastCE
i

Fast CE Control

Hb UltraScreen Prelysis

Hb UltraScreen x 8

SAS-3 SP-60 (300100)

]
]
m

SPE Control

T T T
Zoom SP MU GG G UGN GUKGZID  GUIISH  GUGZIN  GUBSRH  ATSQE  ATRSZIS SIS ARSI UK ARSI RGN ARS8

poroma @ Aoz @ oo
Current Limits Historic Limits

OK
Zoom SP Control 17 Jun 20

@ Albumin
Index  LotiD Date Type Comment Relative Area Dewialion __Running Mean __Running Standard Devi
1 11227980  04/06/2019 12:41:03 Normal Control 61.70 013 60.60 225
2 11227980  04/06/2019 12:41:03  Nomal Control 60.86 175 60.60 225
3 11227980  04/06/2019 12:41:03  Normal Control 60.25 292 60.60 225
4 11227980  04/06/2019 12:41:03 Normnal Confrol 59.55 427 60.60 225

Normal Confrol 6082 3 6060

©
> <

3.3 Toolbar Buttons

o Po

Quality Control Window

Mark as sample

W
n‘u"ﬂ'ﬂ

Mark as normal control

Mark as abnormal control

Calibrator

3.4 QC Status Icons

e
v

Passed QC and within date
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QC out of date

"5

X QC failure

3.5 Input lot IDs

Lot ID page located in Configure > Methods

Select the appropriate method from the methods list

Click on the Lot ID tab

Use the assay sheet provided with the control material to fill in the appropriate
ranges below, including lot ID and expiry date. Values will automatically be
entered as a percentage but users can select between % and g/L units using
the toggle switch in the Lot ID tab

LN =

Configure Standard Methods Method type Chemistry Value  Geometry Lanes Bands Smoothing/Filtering Gain Settings RS- Barcode Controls Carbamylated Albumin  Calibration RegionsiZones

Barcode entry : “ |

Normal ot 1D Expiry Date (MM/YYYY)
Band statistics:
Band Component Lownormal Uppernormal Low abnormal Upperabnormal Meannormal SD normal  Meanabnormal  SD abnormal
1 Albumin 54.36% 73.55% 48.20% 65.21% 6395 087 56.70 041
2 A1AG 0.00% 0.00% 0.00% 0.00% 0.00 0.00 0.00 0.00
3 Alpha-1 3.92% 5.30% 4.05% 5.89% 461 0.28 497 0.46
4 Alpha-2 7.01% 9.49% 6.81% 9.22% 825 0.48 8.02 0.56
5 HPX 0.00% 0.00% 0.00% 0.00% 0.00 0.00 0.00 0.00
6 Beta-1 6.06% 8.20% 532% 7.20% 713 052 6.26 037
7 Beta-2 3.06% 4.15% 3.05% 412% 361 0.18 358 0.09
8 Gamma 10.58% 14.32% 17.39% 23.53% 12.45 7.94 20.46 0.30

3.6 QC Settings

Optional QC settings are defined in the Quality Control preferences located in
Configure > Quality Control.

Tick the ‘Display Levey-Jennings Status’ function and select the ‘Active control
method’ to activate real time tracking of the QC status. The Quality Control icon on
the left hand side of the screen will change according to the QC status of the method
highlighted in the active control method box. The countdown timer will indicate how
long this result is valid.

Activating the ‘Display Levey-Jennings Warning’ feature will prompt a warning box if
the user runs the machine when the QC is timed out or out of range.

Activation of the ‘Force QC failure comment’ will initiate a popup comments box when
you open the Quality Control window if any of your QC results are out of range. This
comment is audit traceable and can be used to document corrective action and/or
justification for accreditation purposes.
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Selecting this option will make it a requirement that a comment is entered before you
can close the QC failure comments box. A default comment can be set up and applied.

You can activate Westgard rules by highlighting them in the ‘Rules selection Defaults’

box.

Display Levey-Jennings Status

Active control method :

B | AN

Display Levey-Jennings Warning

[JForee QC failure comment
Use default comment

QC Failure :
Count down timer V8 Auto Control Barcodes

Use Countdown Timer.

IZ Hours Configure

has expired

Rules selection Defaults

Result exceeds 35D

2 results exceed 2 S0 on same side
2results exceed 2 5D on different sides
3results exceed 150 on same side

4 results exceed 150 on same side

9 resdlts lie on same side of Mean

10 results lie on same side of Mean

Cancel Help

3.6.1 V8 Automatic QC Test Ordering

Automatic QC Test Ordering can be activated by selecting Configure and ticking
‘Enable Automated V8 Control Barcode’'. This will automatically order a control method
and set the Normal/Abnormal control or Calibrator status in the worklist when a rack
containing that barcode is scanned on the V8. Users can configure up to 8 automated
barcodes through the Quality Control menu. Also included is an alert function to warn
the user if Lot IDs haven’t been entered for the control method being ordered.
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V8 Auto Control Barcode Setup

Enable Automated V8 Contral Barcode

Barcode From V&: iz marked as:

| QC1 | Mormal Contral ~
| QCz | Abnormal Control ~
| QC3 | Mormal Contral ~
| Qc4 | Abnormal Control ~
| CAL1 | Calibrator Level 1 ~
[caLz | |calbrator Level 2 v
[caLs | |calbrator Level 3 v
| | Mone V

Show warning for missing Lot 1D

Help

rung with the method:
SPE Control

SPE Control

HbA1lc Control Sample

HbA1lc Control Sample

HbA 1c Calibration Sample

HbA 1c Calibration Sample

HbA 1c Calibration Sample

Mone

Cancel

3.7 How to Populate the Levey-Jennings Chart

1. Run the QC using the appropriate control method ensuring the control lot
information is populated
Multiple control types can be used by populating the Levey-
Jennings chart using data derived from different base methods,
i.e. all controls tested using the SPE control method will be
populated into a separate chart to controls ran using the SPE

wn

method.

results into the chart
4. This will result in the trace icon being displayed either normal control or
abnormal control in the navigation work list

HL-2-P-3308-EN

Rev. 7

Interpret trace ensuring all bands are gated correctly
Mark as either a normal or abnormal control using the QC icon to populate
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Analysis name

SPE
02 July 2019

SPE
02 July 2019

SPE
02 July 2019

SPE Control
02 July 2019

SPE Control
02 July 2019

SPE Control
02 July 2019

SPE Control
02 July 2019

SPE Control
02 July 2019

SPE Control
02 July 2019

SPE Control
02 July 2019

SPE Control
02 July 2019

B
B
B
I

I
5

The top red square shows a control marked as normal (a quarter circle in the top right
hand corner of the trace icon), and the bottom red square shows a control marked as
abnormal (a pentagon in the top right hand corner of the trace icon). For further
information on trace icon colour coding and markings see section 8.2.

3.8 Levey-Jennings Chart Features

1. QC method selection, Lot ID and data can all be viewed alongside the QC
chart

2. Changing control lot will insert a blue vertical line into the chart

3. Any result outside of the defined parameter will bring up a comments box

4. Selecting a result on the graph will jump to the data point’s values in the
results box and highlight them green.
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QC Data Points

Start Date [IGGEIRE] F=ill  End Date [EREIVPINES
Normal Results

Method

FastCE

Fast CE Control

Hb UltraScreen Prelysis
Hb UltraScreen x 8

SAS-3 SP-60 (300100)

]
]
m

SPE Control

Zoom SP ¥ - SUISTS AT GUOGIOND  GUDGOND  DANGIND  OAGGROS  OLGION  BUSINS  ATASINS  ATSIN  IAKQRON TR0 UAKZOW  TNGND  TOGENMD 1A

oK @) Nomal Abnormal Alpha-1 Alpha-2 Beta-1 Befa2 Gamma

17 Jun 2018

Current QC materials Current Limits ~ Historic Limits

Previous QC materials

0900000000

Zoom SP Control

@ Albumin
fﬁ) 11227980 ] 04 June 2019 17 June 2019 Index Lot ID 8 Type Comment Relative Area Deviation Running Mean Running Stanc
-

11227980  04/06/2019 12.41:03  Normal Control 60.60

rj 11227992 Abnormal 17 June 2018 - 17 June 2019
o

2 11227980 04/06/201912:41:03  Normal Control 60.86 175 60.60 225
Lj 11227981 Abnormal 04 June 2019 - 04 June 2019
. 3 11227980  04/06/2019 124103  Normal Control 60.25 292 60.60 225
) 18978242 Normal 29 May 2019 30 May 2019
— 4 11227980  04/06/2019 12:41:03  Normal Gontrol 59.55 427 60.60 225
() 11876453 Abnormal 20 May 2019 - 30 May 2019
- 11227980  04/06/2019 12:41:07  Normal Gontrol 60.82 183 60.60 225

Normal Control

Normal Control

Normal Control

Normal Control

Abnormal Control

Abnarmal Control

Abnormal Control

Abnormal Control

sample

Sample

The Work List window shows all samples that have been added to the V8 session,
whether it is an active session or an older Platinum session. Here, the user can set
controls, and also input any demographic or chemistry values for the sample. If
connected to LIMS the demographics will be automatically populated whenever
barcoded samples are scanned in if auto query is enabled. If auto query is not enabled,
the demographics can be populated by manually querying the LIMS.
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Any data that is entered here should appear in the trace demographics in the results
window. Please note there is a character limit of 38 for the demographics fields.

NOTE: Users shall report patient results under unique identification to ensure they are
not misreporting.

This window can also be used to create a gel worklist by using the icon to add new
samples.

5. Ordering Window

Test Ordering Configuration

Default (Routine) Test Method

Default Method [ cnr 1c. =
Selection ‘ SPE (sp) =

Test Ordering

a

B

g o
g

il

Select Tube in Rack

H g
HEHHE

5.1 Selecting the Default Method
The default method can be set in the following ways:

e Long pressing on the ordering icon to bring up the “Select Method” window.
e Selecting it from the drop down menu in the ordering window.

HL-2-P-3308-EN Rev. 7 Page 25 of 76



Test Ordering Configuration

Test Ordering

g
g &
g
il

Select Tube in Rack

All of Rack 8
All of Rack 9
All of Rack 10

HHHHE
IHHHEE

5.2 Test Ordering

Test ordering refers to the assignment of an assay to a sample. A test can be ordered
when assays other than the default assay are required.

To order a test:

Go to the Ordering window

e Select the method you require by clicking on the “Method Selection” dropdown
box
Enter the barcode of the sample being ordered (if applicable)

¢ Input any Override Wavelength or Override Dilution if they are not the same
as the default.

e Select the tube position and/or barcode for which the tests will be run (the
same method can be ordered for multiple samples/racks at the same time)

e Select ‘Order Test’
The tests should appear on the left hand side of the screen in the ordered tests
list

e Load the sample(s) in the sample rack, ensuring the sample rack and ID
correspond with those set in Platinum.

¢ Place the sample rack(s) into the sample rack transport area and close the
rack cover

e The V8 will automatically process the ordered assay

¢ Once complete, the sample will no longer appear in the Ordering window

5.2.1 How to Cancel an Ordered Test
Tests that have been ordered or are awaiting Reflex testing will remain on the system
as outstanding, regardless of whether the samples have been taken off-board the V8.

If samples are removed from the V8 then placed back on-board, then the ordered tests
will be performed unless cancelled from the system. If a tube with a missing/misread
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barcode has an outstanding test, then this test will be removed automatically from the
system when the rack is removed from the ‘No Barcode Worklist'.

¢ Open the Ordering window

o Select the ordered test which you wish to remove

e Select the “Remove ordered test” icon at the bottom of the screen

6. LIMS Queue

s 66114952 ® oo aP® Lo n®® =
SPESPAD (G, A M,K, L} - 1 - 1@V8-2 (50.00) 4 o %) \WA )/ M) |\ kK =
Patient IC Analy ame LR &

63254966
s A

62614597

66114952 SPESP-ID{G,A M, K L}
=Eh & 10/09/2019 :13:11:41

66114952
EEENL

N 66114952 K L} i
' MHas
66114952 { K. L} =2
[ 3
A, K. L)
X

s

EUGReEIEE V8 Runtime Parameters

Index Band Area Rel Area Conc ()

2 Alpha-1 0033 459% 000
3 Alpha-2 0052 7.26% 000
4 Beta-1 0.050 701% 0.00
5 Beta-2 0.020 286% 0.00
Gamma 0176 2484% 000

Total 0710 000

6.1 Controlling Data to the LIMS/LIS

There are two ways to send data to the LIMS/LIS. It can either be to the LIMS queue,
where the data can be validated before sending to the LIMS/LIS, or it can be sent
directly without validation to the LIMS/LIS.

6.2 Sending Data to the LIMS Queue
Samples are sent to the Laboratory Information Managament System (LIMS/LIS)
holding queue so that once a user of a suitable seniority has validated the data as

acceptable it can be sent to the LIMS database.

To send an individual lane or several lanes to the LIMS queue, select the sample which

you would like to send from the Results window and then select the LIMS icon % and
(]

then Add to LIMS Queue .
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To send the whole session or gel scan to LIMS, select the :...: icon and Select All, then
o
Select the Add to LIMS queue option & .

Those samples sent to the LIMS queue will be marked with a work list icon

6.3 Viewing and Releasing Data in the LIMS Queue
To view those samples in the LIMS queue, go to the LIMS Queue window.

To approve an individual sample to be released from the LIMS queue, select the Send

Selected to LIMS icon EEO. A blue tick will appear next to the LIMS icon N

To approve multiple selected samples to be released from the LIMS queue, highlight

the samples you wish to approve by touching the small trace icon in the NWL and then

select Set Approval for Sending to LIMS ?\.0 . Blue ticks should appear next to the

LIMS icon for all selected samples.

To prevent a previous approved individual sample from being released from the LIMS

queue, highlight the sample and select “Clear Approval for Sending to LIMS” %.e. The
blue tick should then be removed from the NWL. To do this for multiple samples,
highlight all the samples you wish to remove the approval from by touching the small

trace icon in the NWL before selecting “Clear Approval for Sending to LIMS”.

To remove an individual sample from the LIMS queue, select the “Remove from LIMS

e
queue” icon . To remove multiple samples, highlight all of the samples you wish to
remove by touching the small trace icon in the MWL before selecting “Remove from
the LIMS queue”.

Once the appropriate samples have been authorised to be sent to the LIMS database,

select either “Send All to LIMS” Ei"o, “Send Selected to LIMS” EEO

Approved to LIMS” EEO depending on the requirement to send the results to the LIMS

or “Send Selected

database.

To display the progress of the LIMS transfer, go to Configure > Customise > Sending

to LIMS and make sure the “Display inspector window” option is ticked.

6.4 Sending Sample Data Directly to LIMS

Sample can be sent directly to LIMS/LIS bypassing the use of the queuing system.

HL-2-P-3308-EN Rev. 7 Page 28 of 76



To send the whole session to LIMS, go to the Select icon ... and “Select All’. Then

[>)
go to the LIMS icon M and select Send to LIMS V" .

7. Search Window

Trace Search

Number of results malched: 10463

Quick Search Text: |

§
2
2
o
E

System Type: | Any sourc Scan Type: | AnyType

E
L

GelName: | AnyName Analysis type: | Any Type

Measured After: Measured Before:

Measurement Status:

Demographic 7:

Demographic 8:

Demographic 8:

Demographic 10:

7.1. Searching for Data

To locate previous sample results, whole gels or V8 sessions in the database, the
Search window can be used. The search window will automatically search for
individual samples, unless one of the following is selected:

Search for Session Files
Search in Levey-Jennings
Search by Archive Link
Search in Comments

When searching for individual sample results, any of the 10 demographic fields can be
used to identify the sample and filter the results.
Additionally, 7 generic filters are available:

System Type

Scan Type

Gel Name

Analysis Type
Measurement Time
Gel ID
Measurement Status
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When searching for a session, only the above 7 generic filters are available. By
inputting any required demographic filters i.e. patient ID and clicking the Search button,
a list of the search results will appear.

7.2 Search Results

Ti76891
[l 5

862134

W

SPE
28 October 2019

1649268

=

33264982
]

1432657
e

T22164
[ =

126792
=)

59234588
=]

61213482 ERURTREl /6 Runtime Pasameters  Exper System Log

(2

64962158 x  Band Area  RelArea  Conc (L)
| ¢ Abumn 0262 6050% 000
996452 Alpha-1 0024 546% 000
Em 2019 Alpha-2 0045 1020% 000
43168257 Beta-1 0033 756% 000
(=f Y Beta 2 0018 412% 000
66692371 & Gamma 0052 1207% 000
= as 0433 000

82319
=]

A maximum of 1000 traces can be shown at one time — if more than this is found a
dialogue box will appear.

Search results can be filtered in the top left hand corner of the screen.

Once the search results are displayed, basic viewing functions can be carried out. The

original V8 session can be loaded by selecting the 0 icon to enable more detailed
sample editing.

2
Once viewing is complete, a new search can be started by selecting the & icon from
the Options menu.

HL-2-P-3308-EN Rev. 7 Page 30 of 76



8. Results Window

. 69472513 -] () (o
SPE SPID {G,A M, K, L} - R0Z: 5 - 1@V8-2 (50.00) &_J
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596482316
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Mew
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554221879
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|
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62614597
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GENCNEEN Vs Runtime Paramelers  Expert Systemlog V8 Runfime Buffers V8 Runtime Reagents
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h
| B
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Index Band Area Rel Area Conc ()

69472513
Y
CLA 2 Alpha-1 0028 459% 000
69472613 <L 3 Alpha-2 0.044 7.26% 0.00
=EY
4 Beta-1 0042 701% 000
5 Bela-2 0017 286% 000
8 Gamma 0150 2484% 000
68472613 SPE SP-| A MK L} Total 0603 0.00

[=E

68472513
[=E

| 69472513

8.1 Active Session Window

It is possible to have multiple session windows open in Platinum at one time. To avoid
confusion as to which window is the current active session, the session is listed as the
‘Active V8 System Session’ when the user selects the icon. ||_—

8.2 Editing

When a trace or gel image is first displayed, it may require some form of adjustment
so that the correct interpretation of the result can be reported. Every sample trace can
therefore be edited to user preferences. Samples are displayed in the navigation work
list and are colour coordinated to visually show the editing status. The colours
correspond as follows:

Status
The lane has the correct number of bands with all values in
range, suggesting a normal sample.

The lane has the correct number of bands with all values in
range, suggesting a normal sample. The lane has also been viewed.

The lane has the correct number of bands with all values in range,
suggesting a normal sample, but the sample has had some editing.

o
| SS—y Pe— D 4
1 1 =}
AIJ[J

]

Lane is unedited and may have an incorrect
number of peaks/bands
or values are out of range indicating the sample may be abnormal.

>
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Lane has been viewed and remains unedited. The

sample has an

incorrect number of peaks, or peaks/bands or values are out of
range. Sample may be abnormal.

Lane has been viewed and edited. The sample has an incorrect
number or peaks/bands or values are out of range. Marked
monoclonal bands will resultin a yellow colour. Sample may be
abnormal.

»

|
The lane is a normal control with the correct number of bands and all
values in range. The dot shows that the lane has been viewed.

The lane is an abnormal control with the correct number of bands and
all values in range. The dot shows that the lane has been viewed.

V4

To manually edit the trace, use the icon to display all of the editing options.

8.2.1 Editing Baseline

Should it be required to edit the baseline, clicking the icon ,,'r\: will allow manual
movement of the baseline.

Selecting this icon will display large blue circles which can be moved to adjust the
baseline. Long pressing on one of these circles will bring up a menu which will allow
you to add and delete baseline markers.

+ QO + e - €O

D (C (B v (N @ =

8.2.2 Editing Peaks

Once a sample is selected, the peaks may be edited by clicking the Edit peaks icon
f‘:ﬁ Long pressing on a peak marker on the sample trace provides specific options
that are possible for the selected peak.

8.2.3 Add Trough Marker

To add an additional trough marker to a trace, long press on the desired location for
the marker. Choose “Add Trough” from the drop down menu and the marker will be
place on the trace. Any further movement can be made by dragging the marker to the
correct location within the band.
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8.2.4 Delete Trough Marker

To delete a surplus trough marker, long press on the marker you wish to remove. Now
choose “Remove Trough” from the drop down menu; the marker will then be removed
from the trace.

8.2.5 Split Peak

To split a peak by the addition of a trough marker, long press on the desired location
for the marker. Choose “Split Peak” from the drop down menu, and the marker will be
placed on the trace. Any further movement can be made by dragging the marker to the
correct location within the band.

8.2.6 Smoothing

To smooth a trace, select the “Filtering/Smoothing” icon and use the Smoothing slider

to select your preferred setting ™o .
8.2.7 Filtering

To filter a trace, select the “Filtering/Smoothing” icon (see Smoothing section above)
and use the Filtering sliders to select your preferred setting.

8.2.8 Overlay Functionality

The Overlay functionality enables the comparison of a sample against a previously
specified trace or against another sample.

8.2.9 Normal Overlay

The normal trace is defined by the user, depending on specified laboratory boundary
reference ranges. A specific trace can be set as the default normal overlay by long
pressing anywhere on the trace to bring up the drop down menu and selecting “Use
as Normal Overlay”. The defined trace will then be shown in grey on the screen as
shown below. To switch the normal overlay on/off, long press on the trace and select
“Show Normal Overlay”.

8.2.10 Overlaying of Samples on the Screen

By clicking on the small trace icon in the NWL you can select as many samples as you
like to overlay. Clicking on the icon again will deselect it.
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It is also possible to select all of the samples by going to the ... icon and selecting

“Select All".

8.2.11 Match Shapes

When Overlaying sample trace in Platinum it is often necessary to match the overlay
from one sample to another, this is especially so with immunodisplacement samples.
Platinum automates this to make it as quick and simple as possible. To do this, simply

highlight two or more traces that you would like to be matched and select the jﬂh& icon.
8.2.12 Stretching Samples to Overlay Bands

When overlaying samples from different time periods, it may be necessary to stretch a
trace to overlay each peak over its corresponding peak in the second trace.
Overlay the required samples by clicking on their trace icons in the NWL, and then

select the +— icon.

This will auto align the traces over each other. Should the samples require further
manipulation; the trace can be manually stretched by dragging the three vertical
markers which appear on the screen.
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8.3. Mean Traces

Allows a visual range of normal samples to be viewed on screen relative to the
currently selected trace.

To add traces to the mean overlay, select the overspill menu on the right of the screen
next to the ‘Edit’ icon and then select ‘Comparisons’. Choose “Add to Mean Traces”
from the drop down menu.

To view the traces used to compose the mean overlay, go to the same overspill menu,
select ‘Comparisons’ and then select “Load Mean Traces” from the drop down menu.

The ‘Comparisons’ dropdown menu also gives you the option to remove a specific

sample from the mean overlay.

8.4 Quantitating a Monoclonal Protein
To quantitate a monoclonal protein, it is necessary to isolate the monoclonal band on

the trace. There are two possible methods to do this which give slightly different values
of the monoclonal protein; slicing and skimming. If the total protein value of the sample
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is known, then Platinum will automatically calculate the protein contribution of any
marked M-spike.

N.B. It is recommended that users choose one method or the other, as switching
between them could lead to changes in patient monoclonal quantitation over
time, due to the different methods of measurement used.

8.4.1 Skimmed M-spike

This methodology takes into account the polyclonal background of a sample by
allowing the user to estimate the amount of polyclonal background and remove this
from the quantitation.

8.4.2 Adding a Skimmed M-spike
Select the Edit peaks icon | s
“Add Skimmed M-spike”.

, then long press on the monoclonal spike and select

Platinum will then estimate the extent of the monoclonal peak and highlight this area
by filling in the trace with ‘hashed lines’. To edit the location of the start and end points
of the area quantitated, drag the trough marker to a suitable location. The band list will
now contain an extra band called M-spike with additional prefixes and suffixes
depending on its location in the trace, and the number of M-spikes added e.g. 5 M
Gamma M-spike 1 13.39%, where ‘5’ is the peak number, ‘M’ shows it as an M-spike
rather than a normal peak, ‘Gamma’ is the region in which the M-spike is located, ‘M-
spike 1’ shows it is the first marked M-spike (as more than one can be added), and
13.39% shows the relative area of the M-spike.

8.4.3 Sliced M-spike

This methodology assumes the monoclonal protein band is the only protein in the gel
at this position, and therefore quantitates the band down to the baseline of the trace.

8.4.4 Adding a Sliced M-spike
Select the Edit peaks icon ;‘:’(.‘, then long press on the monoclonal peak and select
“Add Sliced M-spike’. Platinum will then estimate the size of the monoclonal peak and
highlight this area by filling it with ‘hashed lines’. To edit the location of the start and
end points of the area quantitated, drag the trough marker to a suitable location.

8.4.5 Removing an M-spike

To remove an unnecessary M-spike, long press on the M-spike and choose “Remove
M-spike”. The hashed area will then be removed.

8.5 Removing Artefacts from Traces

Artefacts are not common, but are sometimes a problem; this function enables the
removal of an artefact from a trace without disturbing the data.

8.5.1 Slice Data

To edit a trace to remove an unwanted artefact (to the baseline), click the 5 icon and
drag across the area to be removed.
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8.5.2 Skim Data

To edit a trace to remove an unwanted artefact whilst maintaining the general

MNn
progression of the curve (peak to peak), select the skim icon then drag over the
area to be removed. This will be highlighted by a series of vertical bands.

8.6 First Derivative

Shows the first derivative of the selected trace. It is useful for identifying small
monoclonal bands as it highlights the rate of change in the curve.

Long press on the trace and select “Show derivative” and the first derivative will appear
as a dotted line. To remove the first derivative from the trace, long press on the trace
and deselect “Show Derivative” in the drop down menu.

8.7 Adding Comments to a Sample Result
8.7.1 Adding a Comment to a Single Sample Result

Comments for a trace can be found by selecting the ‘down’ arrow in the navigation
worklist, which will reveal the inspector window. Comments can then be typed
manually in the ‘Patient Comments’ section. It is also possible to addére-defined

comments to the comments box via two different routes by selecting the icon:

¢ Configure Standard Comments (see section 9.2)
e Comments Tree

Please note there is a character limit of 2000 for comments.
8.7.2 Adding Comments to Multiple Sample Results

To add the same comment to multiple traces highlight all traces that require the same
comment adding to the result and tap the small trace icon in the Navigation Worklist.

Select the ‘Options’ menu beneath the worklist and select Data > ‘Add Comment

to Selected Traces’. From there manually type the comment or select the 0 icon to
add comments from ‘Standard Comments’ or the ‘Comment Tree’. Select ‘Add’ to add

HL-2-P-3308-EN Rev. 7 Page 37 of 76



them to the selected traces. A comment icon will appear on all traces in which the
comment has been added.

8.7.3 Comments Tree

To add a pre-set comment from the Comments Tree to a result, select the IEE icon and
then select the comment(s) which you would like to add using the check boxes. Use
the ‘Add Selected’ option to add them to the trace and then select ‘Close’. The
comment(s) should now appear in the ‘Patient Comments’ section below the trace.

New comments can be added to the tree by using the ‘New Comment’ or ‘New to Root’
options, depending on whether the comment is linked to a certain assay or not.
Comments Trees that have already been configured can be loaded using the ‘Load
Tree’ option, or the current tree can be saved to a file using the ‘Save Tree’ option.

N.B. IFE comments can only be added/edited in the original IFE scan.
8.8 Statistics — moved from configure window

Within Platinum, it is possible to perform basic statistical analysis on the data and to
print or display this information.

To compare data from multiple samples, it is necessary to have all of the results in the
same analysis window, either on a single gel image, or as the result of a database

search. To select all samples for analysis, select the icon and then “Select All”.

To display the statistics window after all of the required samples have been highlighted,

select the ‘Options’ menu beneath the worklist and select Data > Statistics.

The index of each band is displayed in the Index column with the number of samples
in brackets. The name of each band is indicated in the band column, whilst the
remaining columns can be determined in the band tab of Configure > Preferences >
Bands. These columns are used to display the mean, the standard deviation, and the
CV for the area, relative area, or concentration.

8.9 Searching for and Attaching an Immunotyping Result
It is possible within a single Platinum window to link and display Immunodisplacement
traces/IFE gels relating to a specific patient next to the corresponding serum protein

trace for use as a reference.

Select the serum protein sample that the Immunodisplacement/IFE is to be linked to,

and select the Data icon '~/ from the ‘Options’ menu, followed by ‘Search and Attach
Immunotyping’.

A search window will appear. Select the search button, and once the results have
appeared, select any immunotypes to be attached to the serum protein. Select OK.
The attaching will take place and the window will close.

8.9.1 Attaching a sample from Patient History

To attach a sample directly from Patient History, select the ‘down’ arrow next to the
sample to display the inspector window. At the bottom of the inspector window, next to
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Patient History, select the @ icon. Tap the paperclip icon next to each result in order
to attach it to the currently selected trace

06 September 2019

., 6615492 SPE
] A 06 September 2019 A

Q Specimen No. T12445
Patient ID 6615492
Forename George
Surmame Hopkins

Date of Birth (dd/mm/yyyy) (63) 05/11/1955
Demographic 6

Demographic 7

Demographic 8

Demographic 9

Demographic 10

Total Protein (g/L)  0.00 Albumin (g/L)  0.00

®
Ll 6615492 Zoom SP
L o A 18 October 2013 é’j E

1 6615492 SPE
T HA 06 September 2019 % Ir

SPE
06 September 2019

If successfully attached, the paperclip will have a small tick, and in the top right hand
corner of the screen, a “1” should appear (or the number should increase by 1 if other

samples are already linked/attached) over the % icon.
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LN

Select Attached Resulis (All)

spe Gamma
06 September 2019, 16:29

spzoom

18 QOctober 2013, 10:52

a-1

8.9.2 Loading Source Data for Patient History

To load the source data for any of the samples found in Patient History, long press on
the small trace icon for the sample and then select ‘Load Source Data’.

Options
Eij Load Source Data ng Zoom SP

[ — 18 October 2013 (

A\

6615492 SPE

_I_ @ m 7 A 06September2019 ¢

\

8.10 Grid Mode

Grid Mode now provides two features for viewing multiple samples — Immunowindow
and Grid View.

To view an Immunodisplacement using Grid Mode, select one of the

[
Immunodisplacement samples and select the =& icon.
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Grid Mode offers a number of viewing options to aid interpretation of
immunodisplacement results. They can be found in the ‘Options’ menu in the top right
corner, then ‘Grid View Options’. This is only accessible whilst in Grid Mode. The Super
Align tool is the recommended option and uses a peak matching algorithm to compare
and overlay main SP and ID traces. This is especially useful when a large amount of
protein has been removed during the immunodisplacement.

N @ . o % 2971910, 0,0
SPE « R09: 1+ 1@V (50.00) ‘ o [ gl g iliEE

Hzgm

Grid View Options

14.5ep 2016 IgG S lgA «/ Fill Comparison Traces
Fill Trace

M-spike

Raw Traces

Align Traces

Match Traces

Super Align

Quick Print

igM 14 Sep 2016 Kappa 14 Sep 2016 Lambda
= B e Stretch

(@)
(@)
B
S
%
ml
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To view multiple traces of any type in Grid Mode, tap on the small trace icon of the

[
sample to highlight it, and then select the i icon. A maximum of 9 samples can be
shown in Grid Mode at any one time. This includes samples displayed in ‘Patient
History’, IFE samples and gel samples.

- 548211341 ° -

. S -.wgunntr-\m.m‘ o~ q G -// B
Lew

2 C '8 g

Whilst in Grid Mode, any of the samples can be ‘nominated’ as the main trace. This
allows the sample to be overlaid on top of all other traces in Grid Mode as a serum

protein trace would in the Immunowindow. To nominate a trace select the icon in
the top left corner of the trace you wish to nominate.

546211341
SPE + ROT: 5 + 1@58-23-11-4-050 (50.00)
Haw
546211341 15 Aug 2019
1 }
‘ "
|
i
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| ]
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8.11 Focus Mode

Focus Mode provides a basic view of the results. The currently selected trace is shown
on a much larger portion of the screen making it easier to see and edit the trace.
Navigation between samples can be done using the large arrows at the bottom of the
screen, or by scrolling through the trace icons on the left side. Multiple samples can
be overlaid by tapping with two fingers on the trace icon. All trace options, such as
editing and reflex testing, are still available in the bottom left hand corner.

62801622 o @ =0 1E=. //’ “.;;. ,.;0 ’5-.&‘.‘ ’.‘;?.

Zoom SP - R11: 8 - 8@V8 (50.00)
He

62816988

AWV =

Grid Mode can still be used whilst in Focus Mode with samples remaining selected
even when switching between views.
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8.12 Adding a Tube ID to Processed Samples

Sample tubes with no barcodes or ones that have been misread are identifiable in the
navigation work list as the tube ID is blank. The user can enter this information only
AFTER the V8 has processed the sample and all the data has been obtained.

a. To do this, select the Tube ID column of the unlabelled sample in the Work list
window.

b. This will enable the user to scan the tube with the barcode scanner, or manually
enter a tube ID.

c. lt is also possible to enter the sample barcode information in the results
window. Select the drop down arrow for the inspector window

d. Select the Tube ID demographic and type the barcode in manually.

8.13 How to Perform a Reflex Test

Reflex tests can be performed manually or automatically (using the Expert System). It
is essential that the required reflex test is assigned as a response to the associated
assay, such as Immunodisplacement, being the reflex test for a Serum Protein assay.
This differs from test ordering as reflex assays are only ordered after a sample has
already been run, it has been detected as abnormal, or a confirmation run is required.

Please refer to section 9.1.3 for information regarding reflex test priority.

8.13.1 Manual Ordering for Reflex Testing

Manual reflex tests can be ordered whether or not the Expert System is switched on.
To order a reflex test manually, data acquisition must have been completed. It is

possible to analyse, manipulate and order reflex tests on a completed sample rack
whilst another is being prepared or analysed by CE.
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In the Results window, highlight the result of the sample that requires further analysis

and select the %' icon.

The following test ordering dialogue box will appear:

=) Reflex Test Ordering ? X
(O Do not reflex test
(® Reflex test
Reflex data o
2 Dilution
Barcode to add to test list : | ] M Spike Rel Area (%) : \ ‘ IZ
Rack ID and position to add to tests list : [R02 v j 1 v Gamma Rel Area (%) : ,:173756 IZ
Ordered test name:  SPB D {G} (id) v Calculate Dilution from MSpike
Overrids wavelength: \—‘ IZ i Override dilution : | l @
Cancel Help

Select the Reflex Test option. From the drop down menu choose “Ordered test name”
and then select the appropriate reflex assay.

If there is no barcode present, the rack number and position are the only factors that
can be used to identify the sample. As such, it is ESSENTIAL that the tubes are not
changed before the reflex test has been performed.

If a barcode is present, this will be used preferentially to perform the reflex test.

Once selected, click OK. Depending upon the preferences of the reflex test selected,
the V8 will either automatically perform the reflex analysis immediately, performing
each reflex test one by one, OR, the operator is required to choose the “Allow Reflex

Test Batches” icon , Where the V8 will store all reflex tests until required by the user
to perform analyses.

8.13.2 Auto IFE for Touch
8.13.2.1 Using the IFE Auto-dilution Function

The V8 Immunofixation IFE Auto-dilution function has been designed to speed up and
automate the dilution of serum protein samples for immunofixation. Using the V8’s
unique onboard sample preparation, the V8 sample handler and the Platinum software
the system combines to automate the preparation of the optimum IFE dilution.

To create the optimum dilution, the software uses pre-existing data to calculate the
best dilution ratio. This dilution is used to automatically pipette from the sample tube
into a sample cup which is then ready to be loaded into a Helena gel electrophoresis
system. The dilution formula uses the monoclonal band relative % in conjunction with
the relative % of other bands and from this data generates a dilution that will provide
sensitivity as well as clarity.

Immunofixation dilutions are traditionally provided as fixed recommendations for IFE
dilutions, dependant on the protein concentration of the monoclonal band within a
range of concentrations. This requires the total protein or albumin concentration of the
sample to be available and then applied to a concentration range, which may not
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always be ideal. It also does not take into account the polyclonal immunoglobulin
expression which may make visualisation challenging.

The V8 IFE Auto-dilution uses pre-existing information found within the capillary
electrophoresis trace to automatically tailor the dilution for each individual sample to
provide the optimal result, this feature removes the potential for errors in dilution
calculations and streamlines the decision process.

8.13.2.2 Using IFE Auto-dilution with the Reflex Test Function

1. Select a sample with a monoclonal band and gate the monoclonal band using
the skim/slice function see section 8.4.

2. Order a reflex test by selecting the “Reflex to Other icon @ under the sample
trace image.

3. Select the [MIU] SAS-1 Auto IFE or [MIU] SAS-3 Auto IFE (MIU = Method in
use) if it is available in the pop up menu. If not select “More Options”.

Reflex to Other
SPE (sp)...
SPEID{G, A M K L} (id)..

SPEID {G, A, M, K, L} High (id)...

SPE SAS-3 Auto IFE 0-3 g/L (ife)...

)@ 0 Q)¢ W

4. In the “Reflex Test Ordering” window select “Calculate Dilution from MSpike”
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&) Reflex Test Ordering [4 X
() Do ot refles best
(®) Reflex test
~ Reflex data —
) Dilution
Barcode to add to test list : I:I b Spike Rel Area (%) (1159 @
Fack ID and position to add to tests list 1 - Gamma Rel Area [%): (21,27 E
Ordered test name: | SPE SAS-3 IFE 0-3 g/L [ife] ~ E Calculate Dilution from kS pike i
ity wrvelangi: I:I Z nm Override dilution : Z
ak Cancel Help

Reflex Test Ordering window with the dilution calculated.
5. Select OK and the V8 will prepare the dilution (in Batch Priority Mode the user
must select “Allow Reflex Test Batches” for the reflex test to begin).
8.13.2.3 Using IFE Auto-dilution with the Manage Test Function

For users that will order immunofixation tests on samples which have been tested in a
separate Platinum session:

1. Select the Ordering menu.
2. Select the barcode or the rack number and position of the sample to be tested.
3. Select the Ordered test name [MIU] SAS-3 IFE 0-3g/L (IFE).

4. In the Dilution section of the window input the relative % of the monoclonal
band and gamma for the required sample and select “Calculate”.

Test Ordering Configuration

Image showing the M-Spike and Gamma relative area entered.

5. Select “Order Test”.
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6. When all tests are ordered the racks will be pulled in and the specified samples
will be diluted with the appropriate override dilutions.

9. Configure Window

9.1 V8 Systems
Platinum must be linked to the V8 instrument that is to be used.
Go to Configure > V8 > V8 Systems. This will allow for new V8 systems to be linked

to Platinum, and list the current/past systems that have been used. To calibrate the V8
to Platinum, enter the following:

Section Description Example

Name To describe the V8
system. This is user | Biomedical Lab CCE
definable.

TCP/IP address: |Unique IP address [192.168.1.2
of the V8. Contact
your local Helena
Biosciences
representative for
further information

Port: Unique port number | 5000
for the V8. Contact
your local Helena
Biosciences
representative for
further information.

Alert time out: |[This is the time 120
gap before window
reappears (s).

Colour Colour that will Red
appear in the title
bar of the active
session.
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Configure V8 systems

Ve
S — Hame Cear
V8 Systems V8 Selection [l 1 5]
Version Details bt
Colour Remove Update Add
A W8 System Ma. TCPAP address  Port Alert timeout Calour
ppearance e 182.1681.26 5000 120
W2 19216816 5000 120
Preferences Navigation Worklist
Operator Access
Communications
Cancel Help

V8 Retest Mode Customise

LAS

Logs and Access
Manage Operator Accounts

Reagent Statistics

Reporting
Quality Control Comments

Reports

Methods
Methods Configure Gels
Configure Bands Regions / Zones

Scanner Settings

Platinum 6.0.1609.0

9.1.1 Select V8 System

This allows the user to view a list of all V8 systems that have been linked to the PC,
and to initiate a connection between Platinum and the V8 System. The user can
manually select from the list should the default system be changed for a different
instrument. To select a V8 system, go to Configure > V8 > V8 Selection.

9.1.2 Setting the V8 Test Mode

Set Test Modes

(®) Immediate retest
() Rack priority retest
() Complete hatch retest

Remove Duplicate Barcodes

Cancel Help

The V8 has two main modes of operation; (1) sampling of new samples, and; (2) reflex
testing of recalled samples.
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Sampling of new samples

In this mode, the V8 will process all samples on-board the instrument, scanning the
rack ID and primary sample tubes, and sending the barcodes to Platinum for instruction
regarding the assay to be performed.

Reflex Testing

In this mode, the V8 will only process and analyse those samples that have been
flagged for reflex testing (and appear in the test list within Platinum), or those that have
been individually ordered. Other samples within the sample rack will be ignored.

N.B. Test mode cannot be changed during a session. If it is required to change
test mode or reflex priority then a new session must be started.

To select test mode:
To select the test mode of reflex priority, a new V8 session window must be opened.
Go to Configure > Communications > V8 Retest Mode.

9.1.3 Reflex Test Priority

The reflex test priority determines when the V8 performs reflex tests, whether these
have been ordered manually or automatically. There are three reflex Test Priority
modes; Immediate, Rack Priority and Batch.

e ‘Immediate retest’ mode will perform each ordered test immediately, thus
moving racks back into the sample handling area and switching assay if
required.

e ‘Rack priority retest’ mode will delay retesting until there are no further racks
available for processing using the default assay. If further racks are loaded
during rack priority re-test, then the V8 will prioritise the new racks.

e ‘Complete batch retest mode will hold all ordered tests until prompted to
perform analysis by the user.

9.2 Comments

It is possible within Platinum to store predefined comments which can be added to the
individual sample records.

9.2.1 To Compose the Standard Comments

Go to Configure > Reporting > Comments.
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Configure Standard Comments

Index Comment

1 Normal

Small monoclonal
Large Monaclonal

+owN

.

Appropriate text can be entered into the column marked comment. Once complete the
comments will save automatically. There is a ‘Load’ option to import previously
configured Standard Comments, and also a ‘Save’ option so that comments can be
saved externally.

To add these comments to a sample, first select the trace and then display the
inspector window by selecting the arrow to the right of the worklist:

1649258
[A] =t

33264982

]

1432657
(] =t

Under the ‘Patient Comments’ section, select the small ‘+’ icon and select ‘Add
Comment:
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9 no historical data found Comment

1432657 SP Standard Comments...

T22154
5!

Comment Tree_.

A window will open displaying all of the configured comments:

P Select Standard Comment ? X

Maormal
Small monoclonal
Large Monoclonal

Cancel Help

Select the comment that is to be added to the Comments section and then ‘OK’. The
comment will then appear in the ‘Patient Comments’ box:

, Small monoclonal

9.3 Database

The Platinum database stores all data that is processed and imported.

9.3.1 Database Maintenance
To validate all sessions, fix corrupted samples or validate the database, go to

Configure > Database > Database Maintenance
9.3.2 Archive selected data

To archive selected data in Platinum, go to Configure > Database > Archive.
Note — archiving is not required, or recommended, for MS SQL users
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9.3.3 Merge Demographics
To merge previous demographics sets into the current Platinum demographics setup,
go to Configure > Database > Demographics Merge

9.3.4 Backup Selected Data
To back up selected data in Platinum, go to Configure > Database > Backup

9.3.5 Database Backup and Recovery

To backup the current databases, recover previous databases, import sessions from
another directory or create a new data directory, go to Configure > Database >
Backup and Recovery

9.3.6 Compact the Database
To compact the database, go to Configure > Database > Compact Database.
Note — Compacting the database is not required for MS SQL users

9.4 Report

Patient sample results can be viewed as a report and printed for use by the clinician.
Templates can be altered according to preference and type of assay run.

9.4.1 Create New Report
In order to create a new report, go to Configure > Reporting > Reports and select

the —i_ icon. This will open a new report template with all of the functions that are
required to create new template designs.

9.4.2 How to Create a Template Layout

When a template layout is created, a blank page will be displayed with tool buttons on
the left hand side. Users can choose what type of results is to be shown, where it is to
be situated, and what demographic data is displayed. Data such as peak values and
Immunodisplacement data can also be attached.

9.4.3 Edit Report

To edit the current method dependent default report, choose the { icon and open
the report which you wish to edit.

9.4.4 Preview Report

To preview a report before printing, go to the Print icon and select “Preview Report
for Selected Results...”.

In Platinum it is possible to use user definable reports, but Helena Biosciences also
provides an array of report templates that the user can customise to suit their own
needs.

9.4.5 Setting a Report as the Default

It is important to define a report type for all results; separate reports can be configured
for Serum proteins and Immunodisplacement results. When an operator selects a
report to be printed Platinum will automatically default to the Serum Protein report
unless there are Immunodisplacement results attached to that sample, in which case
Platinum will default to the Immunodisplacement report.
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To select a default report for future data:

Go to Configure > Methods > Method Type and in the Report Generation
section make sure the “Do not report” option is unticked.

Select the ‘...” button next to Report Definition - this is the report to be selected
for the serum protein without IDs. The default location for the report files is in
the following location: C:\Program Files\Platinum.

Repeat the selection for the Reports with IDs.

This report definition will be applied only to the method selected. Repeat this
process for each method as required.

To apply a report template to data already acquired:

Go to Configure > Configure Bands > Report Selection

Select which traces to apply the report template to

Select the ‘...” button next to Report Definition - this is the report to be selected
for the serum protein without IDs. The default location for the report files is in
the following location: C:\Program Files\Platinum.

Repeat the selection for the Reports with IDs.

" Select Report ? *

Change reports for;-
(®) Current trace

() Current selection
ID Entire session

Reports used
Report definition: | |

Report with IDs: | |

Help Cancel

Select OK on this window after selecting report locations. In order to change the report
template without reinterpreting the data select ‘Cancel’ in the Configure Bands window
before returning to the Results window.

9.4.6 Configuring ID Reports

ID reports are configured to provide an easy to interpret document.

This can be further customised by the user providing a unique and tailored report, by
long pressing on the individual trace and select “Configure ID Plot”.
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Each individual trace on the report can be uniquely edited to the user’s preference and
requirements.
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9.5 Configure V8 Methods

In Platinum, it is possible to configure some elements of each method used in
processing samples. These elements are used to specify the limits for each band,
default smoothing and filtering levels, and other factors that are interchangeable.

9.6 Methods

Go to Configure > Methods > Configure Standard Methods.

From this window, select the method you wish to configure. There is also the option
here to “Show” or “Hide” methods by selecting on the “Usage” column.

Once the desired method is selected there are 14 tabular options available. It is
recommended that most of these remain at their default settings.

Method

Appearance

Pearewrcen

Logs and Access

Varage Operwior Accourts

HH

8
iid ifii
LA R AR R RS

TIT

9.6.1 Trace Regions
Go to Configure > Methods > Regions/Zones and enter the region names and limits.

Suggestions of band(s) that would appear in this region can also be added in the
appropriate column.
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Communications — L T | —
VH Primed bods
LAS
Logs and Access
Can -

To select regions based on the trace displayed, then go to Configure >
Regions/Zones.

9.7 Navigation Worklist

The navigation worklist can be configured to show different runtime parameters and
demographics as required. Add or remove columns using the +/- icons then select the
content of each field using the options drop down menu. To configure the NWL, go to
Configure > Navigation Worklist.

Navigation Worklist

Column Setup:
Colarmn 1 Column 2 Column 3 Column 4

V8 Selection

Demographic 1 Analysis name

Measurement Status Measurement time

Appearance

Preferences Navigation Worklist N
Preview:

A ExampleDemographic Vaue 1 Example Method Name 500.0 Example Rack id: 6, Example Tray Id: 5
Communications A g mwyp 01 November 2019 133 A
V8 Retest Mode Customise §  Specimen No Example Demographic Value 1
Patient ID Example Demographic Value 2
LAS Example Demographic Value 3
Sumame Example Demographic Value 4
Date of Birth (ddimmyyyy) Example Demographic Value §
Logs and Access Demographic 6 Example Demographic Value 6
Demographic 7 Example Demographic Value 7
Example Demographic Value 8
Example Demographic Value
Example Demographic Value 10
Reporting 135, Example Total Conc Name () 133 Example Albumin Name () 122
110 220
Quality Control Comments S% 7
Reports 850 6,50
770 880
Example Chemistry Name 9 990 Example Chemistry Name 10 1010
Methods
Example Comment
Methods Configure Gels » i
-

Configure Bands Regions / Zones

AV
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9.8 Operator Access
The Platinum permissions for each user level can be configured through the Operator

Access tab. Setting a check slider to off disables that functionality for a user of that
level. To configure the user access, go to Configure > Operator Access.

Configure User Access

vs Level 1 Level 2 Level3
General Functions

V8 Systems V8 Selection
Version Details Allow Export ® @
Allow Trace Visibility . .
Appearance
Operator Access Printing Functions
Allow Printing
Communications ® ®
V8 Retest Mode Allowe Print To Printer ® @
s ® ®
Logs and Access Trace Options
Manage Operator Accounts Allow Trace Editin © @
Reagent Statistics ® ®
Reporting Alow Trace Comparso @ @
Quality Control Comments Configure
Reports Allow Corfigure . .
Methods Allowe Conflgura V8 Systems .
Methods .
-

Configure Bands

Scanner Settings

10. Gel sessions

10.1 Gel Mode

If a V8 system has not been configured in Platinum, Platinum will automatically open
in ‘Gel Mode'. In Gel Mode the unused V8 Status and Ordering tabs will not be visible.

10.2 Select Gel

To select a gel method, open a new gel session by going to + and selecting ‘Create
new Gel session’. Use the dropdown menu to select the gel type.

10.3 Scanning Configurations
10.3.1 Select a Scanner

The user can choose which scanner is to be used to import gel images to Platinum. All
possible scan sources that are connected to the instrument will be listed in Configure
> Scanner Settings > Select Scanner.

10.3.2 Prompting Platinum to Scan

By opening a new gel session via the _|_ icon, you will see a “Scan Gel” button which
will prompt Platinum to scan the gel that is placed in the default scanner. In order to
ensure data traceability, the ID of the gel must be entered (typed or scanned) in the
window first before scanning commences.
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10.3.3 Aligning a Gel Template

Platinum automatically applies a gel template to gel images. It represents the areas of
the gel from which the scan data will be analysed. There are several pre-set templates
in the gel-type menu that correspond to particular configurations of gel size and sample
number. These templates may, however, require slight adjustments to account for
individual variation.

If the gel alignment needs adjusting, select the gel in the navigation worklist on the left
hand side to display the ‘Align Gel' markers:
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Two vertical markers represent the left (red) and right (green) limits of each row and
a single horizontal marker indicates the centre position of the first samples in each
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row. Each marker can be positioned by manually moving them. The displayed values
are in millimetres (mm) and indicate the distance of the marker from the appropriate
axis.
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For an IFE gel, the horizontal markers should be positioned in the centre of the
IgA lane:
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NB. Do not move these markers beyond the edge of the gel. If this is done
accidentally, the ‘Undo’ icon can be used to reset to the default values.

Upon accepting a change to the alignment settings by selecting the tick icon in the top
right, an options box will pop up to ask if the setting should be saved for future gel
scans:

Platinum 6.1.136.0 (PG10)

@, Copy alignment settings to gel definitions for new scans?

)

Selecting ‘Yes’ will update the default values.

N.B. Result reporting should always be carried out directly from the original
gel. The gel is scanned into Platinum only as a record of the resulit.
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10.3.4 Marking a Gel

To see that a template fits correctly on a scanned image, use the ‘ icon to overlay
a template mask to the gel image. This allows the alignment of samples to be checked,
which if out of line, can be corrected using the align gel function.

10.3.5 Configure Gels
In Platinum, it is possible to configure the methods that are used in processing the

samples. These methods are used to specify the limits for each band, default
smoothing and filtering levels, and other factors that are configurable.

11. Notice to Users

If any serious incident has occurred in relation to the device this should be reported to
the manufacturer and the competent authority of the member state in which the user
is established.

12. Definition of Symbols

EC REP

Authorized representative in the European
Community/European Union

12.1 Main Window Icons

Home Page

Warning

Connected to V8

> b b O

Not Connected to V8

5]
Q

Quality Control Window
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X
Quality Control Failed
Quality Control Timed Out
[
I- L ]
v .
Quality Control Accepted
':3'{5 5]
4
Quality Control Undefined
®.
® -
O v
Work List
Search Window
b

Ordering Window
LIMS Queue Window
Results Window
New session

Configuration Window

12.2 General Icons (lcons that appear in more than one window)

M Delete
D Undo
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View as Gels

i

View as List

View as Traces

Sort

Date

Load Source Data

Reset Zoom

Zoom Out

Zoom In

Zoom

SR A RS

Trace

f

F
'aM Show IgM Attached

.-'Iu_-""\-\_

'L Show IgL Attached
n

F ol

"9k Show IgK Attached
n

F ol

19G Show IgG Attached
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Il
|
[}

194 Show IgA Attached

Show IFE Attached

WA
[BEEsy 0w Al Attached

= IFE Image
(][]
E”Zl Immuno Window

- Gel Image

Bands

-
L
' Show

v Inspector window

12.3 Home Page Icons

& Language

Help Page

®  Platinum User Manual/Operator Manual

@ Exit
Product Activation

12.4 V8 Status Icons

©

E=1 Reset Connection

Start/Stop Logging
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B Translate Status
iaty

.17 Show Timestamp

[
(T

01
10
11

9,
T
G

o

Show System Data

Show Performance Data

Show Index

Show End of Line Characters

Update

4 Capillary Disabled

“."_/ Capillary Enabled

12.5 Quality Control Icons
®

P

* Rules

e

O

™ Scale to limits

/]

+ Set Scale

“.'i-

Zoom Out

12.6 Work List Icons

I

Get Work List Data

Show Pending Trays

oo
LA

Show Conflicts
Add New ltem
%

wﬂ?
Show Chemistry Values
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12.7 Ordering Icons

Order New Test

Remove Ordered Test

12.8 LIMS Queue Icons

|
Z[ Send Selected Approved to LIMS

|
M0 Send Selected to LIMS

o

@™ Send All to LIMS
?:m Remove from LIMS Queue
Approval

% Set Approval for Sending to LIMS

% Clear Approval for Sending to LIMS

12.9 Search Icons

)

% New Search

12.10 Results/Search Results Icons

A
" | Data

i

N Reinterpret Trace

L’ Reflex Using Method’s Default Reflex Test
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Q\ Reflex to Other

Lﬂ' Allow Batch Reflex Tests

o P

QC

% LIMS
e

N Add to LIMS Queue

% Remove from LIMS Queue

(e

SN Send to LIMS

4

Edit

Y
Order Other

fn
N
aho

Comparisons

Sample

Normal Control

Abnormal Control
@ Calibrator (Level 1, 2 or 3)
Mark as Unsure
QMark as Normal
eMark Automatically
QMark as Abnormal

ﬁAttach
C%" Attached trace
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Detach Trace

12.11 Other Results Icons

n

+—* Stretch

n—r\ Slice
‘/\—/\Skim

+—+ Edit peaks

Sa
+/Li-*Match Sha pes

N Smoothing/Filtering

AV,

— Edit Baseline

),

+—x— Remove Stretching

Modified Session

Sessions

Exit Session

12.12 Gel Icons

Mark Gel

@ Revert
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12.13 Navigation Worklist Icons

)

Q{} Queued Reflex Test

Reflex Completed

{:} Reflex Test Ordered

Comment added

[

CE Sample

“2¥ CE Normal Control

r::] CE Abnormal Control

Gel Sample

./ Gel Normal Control
E:I Gel Abnormal Control
L
# " Suspect QC
g
ohe Accept QC
- F
S0 Sentto LIMS
.
M Approved Sent to LIMS
Pending Send to LIMS
[T
::':“'-“'- LIMS Approved
* Expert System Warning
5w
pAe Expert System Normal
Expert System No Result
Expert System Too Few Bands
Expert System Too Many Bands
“ Expert System Bad Results
* Expert System Reflex Test
No Result in the Database
‘tl Previous Monoclonal Result in Database
A- Previous Normal Result in Database

A Previous Abnormal Result in Database

Traces Attached

" Default Method
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“*'By Tube ID
By Location
=) Host Query
=1

=+ No Barcode

E Archived
Run Locked
Comments Tree

12.14 Progress Pies

= Sample Preparation

Start of Electrophoresis

“®: Analysis

Appendix

Keyboard Shortcuts

Platinum supports a range of keyboard short cuts; these are context sensitive based
on the Page you are on and what is loaded. For example, if you are in an Edit Text
Box then arrow keys move around the edit box.

All Pages support this set of short cuts:

Command Short cut
Open File Control + O
Switch to Config Page Alt+8
Switch to LIMS Page Alt +5
Switch to Welcome Page Alt+9
Switch to Ordering Page Alt + 4
Switch to QC Page Alt + 2
Switch to Results Page Alt +7
Switch to Search Tab Alt + 6
Switch to Search Tab Ctrl +F
Switch to V8 Status Page Alt + 1
Switch to Work List Page Alt +3
Help F1

Help Shift + F1
New V8 Session Ctrl + N
New Gel Session Ctrl+ G

Each Page then has its own set of additional short cuts:
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V8 Status Page

None

Quality Control Page

Command Short cut
Copy QC Data using Spaces Ctrl+ Alt+ C
Copy QC Data using Tabs Ctrl + Alt + Shift + C
Set Session as Accepted F12
Set Session as Auto F10
Set Session as Suspect F11
Focus on Nav List Filter Alt +F
Load Source Data Ctrl + Alt + L
Next Nav List Item Down Arrow
Previous Nav List ltem Up Arrow
Work List Page
Command Short cut
Add New Ctrl + Down Arrow

Ordering Page

Command Short cut
Order Test Ctrl + Down Arrow
Next Nav List ltem Down Arrow
Previous Nav List ltem Up Arrow
LIMS Page
Command Short cut
Clear Approval for Selected Ctrl + Shift + L
Set Approval for Selected Ctrl + L
Select All Samples Ctrl+ A
Next Nav List ltem Arrow Down
Previous Nav List Item Arrow Up
Search with Results Loaded
Command Short cut
Toggle Colour Peak Ctrl + Alt + 5
Toggle Show Baseline Ctrl + Alt + B
Toggle Show Derivative Ctrl + Alt+D
Toggle Show Factor Overlay Ctrl + Alt + Shift +Y
Toggle Show Gel Image Ctrl + Alt +
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Toggle Show Mean Traces Ctrl + Alt+ M
Toggle Show Normal Overlay Ctrl + Alt+Y
Toggle Show Peaks Ctrl + Alt + 3
Toggle Show Regions and Zones Ctrl + Alt + 4
Toggle Show Second Graph Solid Ctrl + Alt + 2
Toggle Show Selected Sample stacked Ctrl+ Alt+ S
Toggle Show Threshold Ctrl+ Alt+T
Zoom in on Graph Ctrl + Alt + +

Zoom out on Graph

Ctrl + Alt + Insert

Reset Zoom on Graph

Ctrl + Alt + 0 (Zero)

Copy Trace Data as Image

Ctrl + C

Focus on Nav List Filter

Ctrl + Shift + F

Hide Selected Samples

Ctrl + Shift + H

Show All Samples

Ctrl +1

Show Hidden Samples

Ctrl + H

Show only completed Samples

Ctrl + R

Show only pending Samples

Ctrl + Shift + R

Set Nav List to Gel View

Ctrl + 2

Set Nav List to Traces Mode Ctrl + 3

Set Nav List to List Mode Ctrl +1
Select all Samples Ctrl + A
Next Nav List ltem Down Arrow
Previous Nav List ltem Up Arrow

Search Page with Cursor in an Extend Search Field

Command

Short cut

Submit Extended Search

Enter

Search Page with Cursor in Quick Search Field

Command Short cut

Submit Quick Search Enter
Results Page

Command Short cut

Show Gel Image as Negative Ctrl + Alt + N

Toggle Grid Mode Ctrl + Alt+ G

Mark Selected Samples as Abnormal F8

Mark Selected Samples as Auto F6

Mark Selected Samples as Normal F7

Mark Selected Samples as Unsure F9

Set Selected Samples as Abnormal Control | F3

Set Selected Samples as Normal Control F2
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Set Selected Samples as Sample F5

Toggle Auto Align Regions Ctrl + Alt + A
Toggle Colour Peak Ctrl + Alt +5
Toggle Show Baseline Ctrl+ Alt+B
Toggle Show Derivative Ctrl+ Alt+ D
Toggle Show Factor Overlay Ctrl + Alt + Shift + Y
Toggle Show Gel Image Ctrl + Alt + |
Toggle Show Mean Traces Ctrl+ Alt+ M
Toggle Show Normal Overlay Ctrl + Alt +Y
Toggle Show Peaks Ctrl + Alt + 3
Toggle Show Regions and Zones Ctrl + Alt + 4
Toggle Show Second Graph Shaded Ctrl + Alt + 2
Toggle Show Selected Sample stacked Ctrl+ Alt+ S
Toggle Show Threshold Ctrl+ Alt+T
Zoom in on Graph Ctrl + Alt + +

Zoom out on Graph

Ctrl + Alt + Insert

Reset Zoom on Graph

Ctrl + Alt + 0 (Zero)

Load Mean Traces

Ctrl + Alt + O (Letter)

Add Selected Samples to Mean Traces

Ctrl + Alt+ T

Remove Selected Samples from Mean
Traces

Ctrl + Alt + Shift + T

Copy Trace Data as Image Ctri+ C
Toggle Edit Mode Ctrl+ Alt + E
Add Selected Samples to LIMS Queue Ctrl +Q

Remove Selected Samples from LIMS
Queue

Ctrl + Shift + Q

Set Session as Accepted (QC)

F12

Set Session as Auto (QC)

F10

Set Session as Suspect (QC)

F11

Reinterpret Trace

Ctrl + Alt + Shift + E

Show as Raw Data

Ctrl + Alt + R

File Open

Ctrl+ O

Focus on Nav List Filter

Ctrl + Shift + F

Hide Selected Samples

Ctrl + Shift + H

Show All Samples Ctrl + 1

Show Hidden Samples Ctrl+H

Show only completed Samples Ctrl+R

Show only pending Samples Ctrl + Shift + R
Set Nav List to Gel View Ctrl + 2

Set Nav List to Traces Mode Ctrl + 3

Set Nav List to List Mode Ctrl + 1

Clear Nav List Selection

Ctrl + Shift + A

Search for Similar Samples

Ctrl + Shift + O

Print Preview Selected Samples

Ctrl + Shift + P

Save Session Ctrl+S
Save Session As Ctrl + Shift+ S
Select all Samples Ctrl+ A
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Next Nav List Item

Down Arrow

Previous Nav List ltem Up Arrow

Redo Ctrl+Y

Undo Ctri+ Z

Match Shapes Ctrl + At +P
Configure Page

Command Short cut

Next ltem Arrow Down

Previous Item Arrow Up
Welcome Page

Command Short cut

Help Manual F1

Operator V8 Manual Ctrl + F1
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Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Tel: +44 (0)191 482 8440

Email: info@helena-biosciences.com
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