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Company Liability

The information in this manual has been carefully compiled and verified for
technical accuracy, and should be read thoroughly to ensure correct and safe
usage. Helena Biosciences Europe trusts that the information contained herein is
valid and accurate; and thereby accepts no liability or responsibility for system
malfunctions, damage or personal injury caused by misuse or mishandling. For
more information, please contact your local Helena Biosciences Europe
representative.

Comments or correspondence regarding this manual should be addressed to the
manufacturer:

Helena Biosciences Europe

Queensway South, Team Valley Trading Estate, Gateshead,
Tyne and Wear, NE11 0SD

United Kingdom

Tel:  +44(0)191 482 8440
www.helena-biosciences.com
info@helena-biosciences.com
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Licence Agreement Revision History

A copy of the Platinum Gel Analysis Software licence agreement can be found in
the following location after installation.

C:\ProgramFiles\Platinum\PlatinumLicense.pdf

Revision History

Amended section: Date: Comments:
First Issue 18 Jul 2025  Initial Publication
Acronyms

cv Coefficient of Variation

IFE Immunofixation

LIMS  Laboratory Information Management System
LIS Laboratory Information System

Pt Platinum

RTF Rich Text File
SD Standard Deviation
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Scanner Compatibility

Please contact Helena Biosciences for validated scanner compatibility.
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Installation of Scanner

The scanner should be installed according to the instructions provided by the
manufacturer.

Ensure the reflective document mat is removed before use.

Placement of the gel alignment template on the scanner
In order to scan transparently, the included Scanner Alignment
Guide (REF: 211800) must be placed on the scanner as per the
instructions for use provided with the scanner alignment guide.
The origin (0) location is generally located at right rear of the
scanner, where the transparency lid joins the base unit.
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Platinum Software

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 Software
can be used as a standalone program or it can be connected to a Helena
Clinical Electrophoresis system and/or a laboratory information
management system (LIMS). Data imported into Platinum Software 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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1.0 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 with using the

software.

Operator. Signin:

Operator Name:  [ESlsELIET
LX) Supervisor
V User level 3
Fesos _ S

1.2 Initial Window

Once you have logged in, you are given options that will determine the main

action of the session:
“
e You can open a new Gel Session a

e  Or,open asaved file

New Session
= .
m Create new V8 Session

= .
g Create new Gel Session

Open Session from File .

NOTE: ‘Create a new V8 session’ will only be visible to V8 users

HL-2-P-3621-EN Rev. 1 Page 11 of 96



2.0

2.1

Platinum Initial Setup (Part 1)

The following settings must be configured before first use of the software to
ensure correct operation.

Language

Selecting the Languages heading on the initial log-in screen page provides a drop
down list of available languages.

.. )

Languages

To select an alternative language click on the language name. A window will appear
informing you that the language selected will apply after the software is restarted.
Clicking Set Language will close the software immediately and the language
selected will be applied on reopening.

[@] Use French after restart.

For the newly selected language to be used, Platinum will restart.
Utilisation du Francais aprés redémarrage.

Le logiciel doit &tre redémarré pour utiliser la nouvelle langue sélectionnée.
Sortir maintenant?

(Sel Language) (Cancel)
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Configuration of Demographics

The software allows up to 10 demographic fields (e.g. Tube Barcode, Patient
Identification Number, Name, Date of Birth) to be set. This allows any future results
to be searched / filtered by any of the fields set. The demographics apply to all
methods used and should be only set once during the initial setup of the software.
Log into Plainum Software and select Configure > Customise

(Communications) > Configure Demographics

Ifthe systemis to be linked to a LIS/LIMS system ensure the demographic fields match
identically to those used by the LIMS.The field type for each demographic can be
selected from the drop-down list as appropriate for each demographic. The field
marked as LIS identifier will be the location for the tube barcode. It is of paramount
importance that the demographic field used as a LIS identifier, matches identically
the field name being used by the LIS.

Select one demographic field for “Use when finding simillar data” by selecting the
check box. This is usually a unique patient identification number which is used for
linking the same patient results together.

Database Sending toLIMS ~Receiving fromLIMS  Reports [RelUUPIIMsCUERES, Institution Data  Configure sample handier

Demographics: | Index Item Field Type Use when finding similar data
1 Tube ID LIS Identifier No
2 NHS Number String Yes
Loxd 3 Surname String No
Save 4 Forename String No
5 Gender String No
6 Date Of Birth String No
7 Requestor String No
8 Source String No
9 Hospital Number String No
10 Location String No
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NOTE: Users shall report patient results under unique identification to
ensure they are not misreporting.

Click the Save button and save the file under the name demo.dem in the
Platinum folder.

If you wish to Load the previously saved demographics, select the Load
button and choose the required file to open. This will activate the correct
demographic fields.
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3.0

3.1

Platinum Initial Setup (Part 2)

Chemistry Values

Platinum allows up to 12 different chemistry values (e.g. Total Protein) to be input
manually or imported from a LIMS per scan type.

To setthe chemistry values for each scan type, select Configure > Configure Gels
(Methods) > Select the Method Type required > Then Select the Chemistry

Values tab.

Method

SAS-3 SP-60 (300100)

Configure Standard Methods  Metnodtype [REICUIBIACIICN Geometyy Lanes  Bands  SmoothingiFit

LIMS Name:

Total Chemistry Value name : [ Tatal Protein | [® |
External compound name : ‘ ‘ | ‘
Concentration unit : Apply to Al
Chemistry item Name Unit LIMS Name
Chemistry 1 IgG g/L IgG

+

Enter the Chemistry Name, Unit and the LIMS Name for each chemistry value.
These will be saved automatically.

Total Chemistry Value Name will be used to calculate concentrations of bands
except when an External Compund Name is entered. All other chemistry values
should be input in the chemistry items below.
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3.2 Scanner

Once the scanner has been installed, you will be required to select the scanner
model. Select Configure > Scanner Settings (Methods) > Select Scanner.
Highlight the scanner model.

Note: If two options for the same scanner model are present do not select the option
ending in WIA.

Select Scanner

Sean modz; ()8 {24 bits 12 36 bits

Resolution; | 200
Gamma Correction; | 2.2 A

Cancel

Select Scanner X

32bit

oK Cancel Help
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3.3 Reports

The report template used for each method type must be set prior to scanning the
gel. Once a template has been set it will apply to all future scans of that type. To set
a report template select, Configure > Configure Gels (Methods) > Select the
Method required > Method Type Tab

Method

SAS-3 SP-60 (300100)

Configure Standard Methods  [USURRRVSN CromiciyValle  Geometty  Lanes  Bands  Smooting/Fiteng  Gain Seffngs  LotiDs  Barode  Controk  Carbamylated Albumin

Measurement type Gel scanning mode
Tray type: l:l O mmunotyping (O Reflective (opaque)
() SP-ID (combination)

[[]Mark abnormal results for reflex testing

Reflex test name: ~ Default Reflex test name: ~

Report generation

Report definition : [ Cr\Program Files|Platinum|Reports\SAS Serum Protein.rep | lz‘ Edit ..

Report with I0s : ][ Edit .. [Juse main reports [Joo not report

Low Signal Detection
[ Enabled

¥ Threshold: | 0 ?

At the bottom of the window is a section titled Report Generation. Select the button
marked ... at the end of the Report definition box. This will open a window allowing
you to select an appropriate report template. Once selected the report can be
edited by selecting the Edit button.

3.4 Normal Patient Ranges
Platinum allows entry of a normal range for patient samples for quantitative
methods. To enter these values select Configure > Configure Gels (Methods) >
Select the Method required > Bands Tab
The normal range can be entered in either % or a concentration unit (as defined by

the unit for total protein in the chemistry value setup).

NOTE: Values entered as % must be suffixed with a % symbol.
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Configure Standard Methads

Mathad type

Chemistry Value

Gaomatry

Lanes AN

Smoofhing/Fitering  Gain Seffings Lot IDs  Bamode  Contols  Carbamylated Albumin

(O Recognise Bands by Tops

(@) Fixed Fraction Mode
Ratio Setup...

Bands :

Band Component

1 Albumin
2 Alpha 1

3 Alpha 2

4 Beta

5 Gamma

HL-2-P-3621-EN

Forced Fraction Mode
[1Tight Right Albumin

Use coordinate ranges
[[]second Pass Peak Detection
[ alpha Right Shoulder Remove

Low area limit

0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00

Upper area limit

[ migration warning [[Jcloser Ends [[]in Peak Relative Area

Albumin \ Gradient Lirait : | 0.000 0000
et Right : oversecones : [0.0 ]
=

Include in total area  Combine with previous/next  Opt.. Limit.. Col..

Do not combine

* Do not combine

* Do not combine
Do not combine

Do net combine
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Control Ranges / Levey-Jennings

Platinum allows entry of ranges for both normal and abnormal control samples. On
initial set up of a method, control ranges should be entered by Configure >
Configure Gels (Methods) > Select the Method required > Lot IDs Tab.

Method

SAS-3 SP-60 (300100)

Configure Standard Methods  Method type  ChemstyyVslie  Geomety  Lenes  Bands  SmoothingFiterng  Goin Settings RSV ocode  Controls  Carbamyisted Abumin  RegonsiZones

Barcode entry : | | wethost coge : [0

Normal lot ID : l:l Expiry Date (MM/YYYY) : l:' Normal Control Total Protein [g/L)
mnormallorm: [ ] BpryDate (mrer) s [ | Abnormal Cantral Total Pratein (/1) 0.00 |77
Band statistics : Edit Lot %

B.. Component Lownormal (%)  Uppernor.. Low abnorma.. Upperabnorm.. Meannormal — SDnormal  Mean abnor.. SD abn..
1 Albumin
2 Alpha1

3 Alpha2
4 Beta

5 Gamma
6 M-spike 1

e To populate the Lot ID page using the barcode on the assay data sheet,
click in the Barcode Entry field and scan the barcode using the handheld
barcode scanner. This process should be completed for each control.

e To manually populate the Lot ID page:
o Input the lot numbers from the assay data sheet into the Normal Lot ID
and Abnormal Lot ID fields.
o Input the expiry from the assay data sheet into the Expiry Date fields in
the format MM/YYYY.
o Select the Edit Lot % button to allow data entry for the bands:
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Ranges should be entered in as the percentage values shown on the
assay data sheet. If concentration is to be applied rather than
percentage, input the corresponding value in the Normal Control Total
Protein and Abnormal Control Total Protein from the assay data sheet
and configure Chemistry Values tab for the control method to include the
Total Protein (as per section 3.1).
Normal control ranges should be entered in the column Low normal /
Upper normal.
Abnormal Control range should be entered in the column Low
abnormal / Upper abnormal.
If Levey Jennings analysis is required, then the Mean and Standard
Deviation (SD) should be entered in to the mean normal / abnormal
and SD normal / abnormal columns. These values can only be
entered as % and do not require the suffix with a % symbol.
Reselecting the Edit Lot % button will lock the entered range.

NOTE: The above data must be entered before scanning a gel. This information
cannot be added retrospectively.

NOTE: After initial set up, the control ranges can be updated 0
using the Quality Control Tab in Platinum. el
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3.6 Default Control Position

Platinum allows a dedicated position on each row to be always automatically marked
as a normal or abnormal control. To activate this function select the type of control
and the standard lane position in which it will be run through Configure > Configure
Gels (Methods) > Select the Method required > Controls Tab.

Method

Confgure Standard Methods ~ Method type  ChemistryValue  Geomsty  Lanes  Bands  Smoothing/Fiferng  Gain Seffngs  LotiDs  Barcode [ESCUUNN

Default control

(Onot used (@) Normal control  (C) Abnormal contre Pasition:
(ONotused (O Hormal control (@ Abnormal contre Position:
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3.7

Display Preferences

The display preferences can be customised by selecting Configure >

Preferences (Appearance) > Bands Tab.

The options relate to the quantitative data which can be selected to be displayed.

HL-2-P-3621-EN

View preferences

AxesSetup  Axes Labeling E Heemogiohin DT Gnd

Peak columns
[ reak integral value
Relative Area Qo O1 @2
Concentration Oo O1 @2

Concentration range

[CITop coordinate

[ zones / regions

[CList remaining M-spike values

Statistics

Statistics columns

[ Area
Relative Area

Concentration

Rev. 1

decimals

decimals
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3.8 Report Display

The information visible on hard copy print outs of reports can be selected using the
tick boxes in the reports window. To configure the report display select Configure >
Preferences (Appearance) > Reports Tab.

View preferences

Malti-Bond Columas
Mathad

Aran

[] Relative Ares
[~ Concantration

[Jeand ranges

Tube I [] pate oF Brth

HC Humber [] Requestor

Surname []source

aranain [ Hospital Number

Gender

Orev Oecv Cchemisery [ATray Fosition

Flagged

Print to PaF addmonal support
POF directory :
C:\Frogram Files Flatinum|POF, ]

[ Autaratic Filenaming ube 1D

3.9 Operator Levels

Platinum has 3 different operator levels. The Platinum permissions for each user
level can be configured through the Operator Access tab by a Level 3 operator
only. 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 (Appearance).
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Configure User Access

Level 1 Level2  Level 3
General Functions

Bl Expor o [ ] o
e o L
A e o ®
Bl Conlainer arincaton ® ® [ ]
Printing Functions
Al Printing ® [ ] [ ]
Bllews Frint To Prirte: [ ] [ ] [ ]
Ml Frint to PDF o o [ ]
Trace Options.
eoe Ediing . ® [ ]
g e @ '@
Bilo Trecs Co ® ®
Configure
® ® 0
® o
- - -

NOTE: When logging into Platinum for the first time, the Level 3 operator will be
assigned a password set by Helena Biosciences. Please refer to your local
distributor/sales representative for further information

3.10 Adding New User

Only users with level 3 (supervisor access) can add a new user.

Operator List

Operator Entry Password requirements

Expires in (days) :

Minimum length : | 6 ]

Date of birth (dd/mMfyyyy)| | &
[[IMust contain letters and numbers

Login name Full name User level Date of birth User ID Password expires

16/02/2999
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¢ Choose Configure (Logs and Access) > Manage Operator Accounts.

e In the dialogue boxes enter the required information according to the field. The
criteria of the password, such as minimum length, expiry and format, can be assigned
here for added security. (Minimum data required: Login name: Password, User Level).

e Afterfilling in the required fields, choose Add User.

3.1 Configuration of Visible Scan Settings

Platinum allows the user to show or hide the types of gels that it is possible to scan to
simplify the scanning process. To display only those gels used, select Configure >
Configure Gels (Methods) > Configure Standard Methods Tab.

In the usage column next to the gel scan Name select Hide to remove this from view
or Main and Reflex to enable the name to be seen and the method to be scanned.

Method

[P TERECE UNORRENN  Mcthod type  Chemistry Vslue  Geometry  Lanes  Bands  Smoathing/Fitering

Standard Methods:

Method Usage MName

1 Main and reflex SAS-3 SP-60 (300100)

2 Main and reflex SAS-3 SP-60 SB (300200)

3 Main and reflex SAS-3 IFE-9 (300300) - Serum

4 Hide SAS-3 IFE-9 (300300) - Urine

5 Main and reflex SAS-3 Urine Analysis (300400)

6 Hide SAS-3 Pentavalent Screen 60 (300406)
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3.12 Comments

Platinum allows user pre-configured text comments to be stored within the system.
To add comments to the list, select Configure > Comments (Reporting)

Configure Standard Comments

Index  Comment
1 Normal
2 IgG Kappa

Cancal Help

Appropriate text can then be entered into the column marked comment. Once

complete click Save.

Save the file as comments.cmt and if prompted to replace existing file choose Yes.
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3.13  Data Backup Location

To allow for a manual backup of the database, a backup location must be defined. To
define the location select Configure > Customise (Communications) > Database >
Location for backups >and select the button ...

Identify the location for the backup within File Explorer.

Customise

BEMl SeodoqioLMS  ResewingfomlMS  Repois  Confguw Demogmghics  InsituionDaia  Canfgues samgie hander

Data

Natwork Database :[]

Location for new data : | C:\Frogram Files\Platinumy, [

Location for backups : | C:\Program Files\Platinum\Backups\ =

Usa old session names :[_|
Use VB name :[]
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4.0 Quick Start

4.1 How to Scan an Agarose Gel

This guide provides a short introduction into the basics of scanning a Helena agarose
gel using Platinum Software.

Open the Platinum Software by double clicking the icon on the desktop.

Log into the software using the appropriate username and password.

Operator Sign in:

Operator Name:  [ESIRENENS
Supervisor
w User level 3
PO _

The Home screen will appear.

5
A
ml

H
I
ul

uuuuu

i
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Enter the gel identification details on the right hand side of the screen

Enter Gel Identification

Gel ID:

Expiry Date: | 29/05/2025

Batch Number:

Gel Type: | SAS-3 IFE-9 (300300) - Serum

Current selected ."/ . -'“e|. \\.'I
scanner. | el
- -

Select the gel type you wish to scan by clicking on the drop down menu for Gel

Type.

Enter Gel Identification

Expiry Date: | 29/05/2025

Batch Number:

SAS-3 IFE-9 (300300) - Serum =

Gel ID: ‘ ‘
Gel Type: ‘

Current selected

scanner: Options

SAS-3 SP-60 (300100)
SAS-3 SP-60 SB (300200)
SAS-3 IFE-9 (300300) - Serum
SAS-3 Urine Analysis (300400)
SAS-1 SP-24 (200100)
SAS-1 5P-24 $B (200200)
SAS-1 IFE-4 (200300) - Serum
SAS-1 IFE-4 (200300) - Urine
SAS-1 Alk Hb (200900)

SAS-1 Acid Hb (201000)
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Select the type of gel you are running from the list. If you wish to enter the patient
sample barcodes and demographic information prior to scanning, select the
Worklist icon on the far left of the screen.

In the worklist window select the Add New Item button until the required number of
lines are visible for the number of sample positions used.

Options

Add New Item

The required data can now be added to the worklist for increased traceability.

NOTE: The worklist can be completed before or after scanning of the gel.

Enter Gel Identification

Gel ID: | 112233 ‘

Expiry Date: | 20/05/2027 ‘
Baich Number: | 119923444 ‘
Gel Type: | SAS-3 IFE-9 (300300) - Serum _E ‘

Current selected Scan Gel
scanner:

On the gel scan home page there are instructions informing to place the gel face-down on the
scanner.

Close the scanner lid and click Scan Gel
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Enter Gel Identification

Gel ID: | 112233

Place the gel on the scanner and press Scan
Gel
ace.down, matching the alignment show

Expiry Date: | 201052027 =

Batch Number: | 119923444

Gel Type: | SAS-3 IFE-9 (300300) - Serum =
Current selected

e
H

The gel scan will begin and progress will be shown on screen. Once scanning is
complete the gel image will be visible on screen.

4.2 Aligning a Gel Template

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

Aligning a Gel

If after scanning a gel it is found that the template requires adjustment then this is
done by selecting the Align gel icon. _Iﬂﬂd
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Two vertical markers represent the left-hand (red) and right-hand (green) limits of
each row and a single (blue) horizontal marker indicates the centre position of the
first sample in each row — with the exception of IFE gels as described below.

Each marker can be positioned either by clicking and dragging with the cursor, or
by altering the values that are displayed in the table. These values are in mm, and
indicate the distance of the marker from the appropriate axis.

For IFE gels, the blue horizontal line should be positioned through the centre

of the A on ID1, ID4 and ID7 (top row seen on screen). The green line should
be positioned on the top of each ID and the red line on the bottom.
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To verify the position of the new template, select the tick icon on the top, right hand
side of the screen. The following message will appear:

I = = T p——

Platinum 6.2.1964.0 (PG10)

@ Copy alignment seftings to gel definitions for new scans?

Selecting Yes will save the alignment settings for subsequent gels.
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

result.

4.3 Configure Gels

In Platinum, it maybe necessary to configure the templates that are used in
processing samples. These templates are used to specify what the limits for each
protein fraction are, default smoothing and filtering levels, and other factors that
are interchangeable. This function is only available at Level 3 user access.
Please refer to your Helena Biosciences Europe representative for more
information.
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5.0

5.1

Common User Functions

Searching for Data

To locate previous sample results or whole gels in the database, the search tool can

be used. Select the Search Icon.

The search page will appear:
Trace Search -

uuuuuuuuuuuuuu

Exianded Search

5

ul | il
(]
B

e | Ay sauice
Mathod Name: | Ay Name = Anslysi type: n
| bk s Ay

Errm— —-— Y ( Search

To search for individual samples, search in the Quick Search Text box, or to
search for an entire gel scan search in the Gel ID box.

When searching for individual sample results, any of the 10 demographic fields
can be used to identify the sample and filter the results. There is an option for

selecting Exact matching for Demographics.

When Search for Session Files is selected the demographics are greyed out.
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Other search filters inlcude:
e  System Type
e  Sample Type (Any, Sample, Normal Control, Abnormal Control,
Calibrators)
e  Method Name (e.g., SAS-1 IFE-4 (200300) — serum)
e Analysis Type (e.g., Serum Protein, IFE)
e  Measured Before or Measured After (date)
e  Result Status (Marked as Any, Normal, Abnormal, Unsure)
e  Search in Comments

By inputting any required demographic filters i.e. patient ID, or other search
terms and clicking the Search button, a list of search results will appear.

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

Platinum 6.2.1964.0 (STB05)

@ Max Number of Traces reached, not all results will be shown.

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 session file can be loaded by selecting the Load Source Data

icon @ \

This provides an option to load the original gel to enable more detailed sample
editing. Any editing can only be carried out on the original data file.
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5.2 Editing

When a trace or gel image is first displayed, it is likely that the data will require some
form of adjustment so that the correct interpretation of the result(s) can be
reported. Every sample trace can therefore be edited to user preferences. To
edit a trace, click on the View as... button and select View as List.

View As...

" View as List

View as Traces

Samples are displayed in the navigation work list and are assigned specific icons
to visually show the user the status:

Icon Editing Status

The result has been viewed.

Lane is unedited and may have an unexpected number
of peaks/bands or values are out of range.

N Lane has been viewed and edited.
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Result has been hidden from the navigation worklist but
‘Show Hidden’ has been enabled

2

The result has been marked as a Normal
Control.

The result has been marked as an Abnormal
Control.

The result has been marked as ‘Normal’ by
the user.

The result has been marked as ‘Abnormal’

by the user.

The result has been marked as ‘Unsure’ by the user.

E=l=l=l=

5.2.1 Editing the Baseline

Should it be required to edit the baseline, click the Edit -/ icon then the
Baseline icon This will allow manual movement of the baseline.

Selecting the % icon on the trace will allow movement of the baseline. Holding
down the mouse while moving the baseline allows movement in a horizontal plane

up and down.
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Right clicking over the trace allows the option of adding or deleting a spline node from the baseline.

HL-2-P-3621-EN

x) <)

Options.

Add Spline Node

Reset Scale

Copy Scan Plot image
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5.2.2  Editing Peaks

Once a trace is selected, the fractions may be edited by clicking the Edit Peaks
icon Right clicking over a peak on the trace provides specific options that
are possible for the selected peak.

o0 q
Options

Add Trough

/rdd Skimmed M-spike

Add Sliced M-spike

Gain Settings

Reset Scale

Add a Trough Marker

To add an additional trough marker to a trace, move the mouse to the desired
location for the marker and right click. Choose Add trough from the Options
menu, the marker will be placed on the trace. Any further movement can be made
by dragging the marker to the correct location within the fraction. (A double arrow
will appear when hovering over the trough marker).

Delete a Trough Marker

To delete a surplus trough marker, move the mouse over the surplus marker (a
double arrow will appear) and right click. Now choose Remove Trough from the
drop down menu; the marker will then be removed from the trace.

HL-2-P-3621-EN Rev. 1 Page 39 of 96



5.2.3  Smoothing and Filtering

To filter a trace, click the Filter icon and choose either the option of
threshold filtering or slope. The Smoothing option is also available in this menu

©@ &) b))

D m 0 Filtering ﬂ
st ‘; *.7 3 (default)
mf;‘ﬁ%c ‘7 1 (default)
Smoothing —.— 6 (default)
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5.3 Overlay Functionality

The overlay function enables comparison of a sample trace against a previously
specified ‘norm’ or against another sample. For the Overlay function select the
Comparisons icon: | i

5.3.1 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 clicking on the Comparisons icon then selecting Use as Normal
Overlay.

Comparisons

Add to Mean Traces

Load Mean Traces

Use as Normal Overlay
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The defined trace will then be shown in grey whilst the trace being biewed is shown
in black:

To switch the normal overlay on/off, go to the top right corner of the screen and select Options > Trace and

select “show normal overlay”.

Trace
Show Peaks
Options Label Peaks
Demographic 1 -
Demographic 2
Demographic 3 Trace » +  Colour Peaks
Demographic 4
Demographic 5 Gel Image + Auto Align Regions
Demographic 6
Demographic 7 v Show Gel Image
Demographic 8
Demographic 9 Bands » Show Second Trace as Solid
Demographic 10
" Show Stacked Traces

Show Baseline
Show Threshold
Show Derivative
Show Mean Traces
Show Factory Overlay

+ Show Normal Overlay
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5.3.2  Overlaying of Sample Traces on Screen

Holding the SHIFT key while selecting a second sample trace will also select all
samples between the original and the newly selected sample, allowing overlay of
the samples.

Holding the CTRL key while selecting a second sample will only select the two
samples (the original and the newly selected sample), allowing overlay of the two
samples. Additional samples can also be selected in the same manner.

5.3.3 Match Shapes

When Overlaying sample traces it may often be necessary to match the overlay
from one sample to another. To do this simply highlight two or more traces that you
would like to be matched and click the Edit icon then select the Match Shapes icon

5.3.4  Stretching Samples to Overlay Bands

When overlaying sample traces from different time periods, it may be necessary to
stretch a trace to overlay each peak over it's corresponding peak in the second trace.

Overlay the required sample traces by holding down the Ctrl key whilst selecting
from the sample list, select the Edit icon then select the Stretch icon |JjE%

Should the sample traces require further manipulation, the trace can be manually
stretched by dragging and dropping the three vertical markers which appear
on screen.
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5.3.5 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, highlight the sample and select Comparisons >
Add to Mean Traces.

To view the traces used to compose the mean overlay, select Comparisons > Load
Mean Traces.

To remove a sample from the Mean Traces, in the screen that shows the list of mean
traces, highlight a sample in the list and select Comparisons > Remove from
Mean Traces.
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5.3.6  Trace Regions

Choose the method to be configured in Configure > Configure Gels (Methods)
and select the Regions/Zones tab, enter the Region Names and limits.
Suggestions of band(s) that would appear in this region can also be added in the
appropriate column.

Method

SAS-3 SP-60 (300100)

Methodtype Chemistry Value Geometry Lanes Bands Smoothing/Fileing GainSeftings LotiDs Barcode Controls Carbamylated Albumin

B

Regens

Index Regionname  Leftlimit(%)  Right limit (%) Suggestions

1 Albumin 0.0% 0.0%

2 Alpha-1 0.0% 0.0%

3 Alpha-2 0.0% 0.0%

4 Beta-1 0.0% 0.0%

5 Beta-2 0.0% 0.0%

6 Gamma

N

5.3.7 First Derivative
Shows the first derivative of the selected trace.

Select Options > Trace > Show Derivative. This will show the first derivative of the
trace as a dotted line. To remove this, select Options >Trace > Show Derivative.

HL-2-P-3621-EN Rev. 1 Page 45 of 96



54

5.4.1
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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 will give different
values of the monoclonal protein: slicing and skimming. If the total protein value of
the sample is known and the chemistry value configured (section 3.1), then
Platinum will automatically calculate the protein contribution of any marked M-
spike.

NOTE: It is recommended that users choose one method or the other, and do not
under any circumstances inter-change between methods as this can lead to
changes in patient monoclonal quantitation overtime, due to the different

methods of measurement used.
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.

Adding a Skimmed M-spike
Select the Edit Mode and Edit Peaks icon, then right click on the are of the trace
where the monoclonal spike is and select Add Skimmed M-spike.

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, hover the mouse pointer over the trough marker until
a double headed arrow appears, then drag and drop until a suitable location is
found. Deselect the Edit Mode.

The band list will now contain an extra band called M-spike with additional prefix
and suffixes depending on its location in the trace and the number of M-spikes
added e.g. Gamma M-spike 1 13.39%.



? 6 M-spike 1

Example of a monoclonal spike quantitated using the skimmed M-spike function

5.4.2  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.

Adding a Sliced M-spike

Select the Edit Mode, then Edit Peaks. Right click on the monoclonal spike and
select Add Sliced M-spike. Platinum will then estimate the extent of the
monoclonal spike and highlight this area by filling in the trace to the baseline with
hashed lines. To edit the location of the start and end points of the area quantitated,
hover the mouse pointer over the trough marker until a double headed arrow
appears, then drag and drop until a suitable location is found.
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? 6 M-spike 1

Example of a monoclonal spike quantitated using the sliced M-spike function
5.4.3 Removing an M-spike

To remove an un-necessary M-spike, right click the mouse while hovering over the
M-spike and choose Remove M-spike. The hashed area will then be removed.

5.5 Removing Artefacts from Traces

Artefacts are not common, but are sometimes a problem; these functions enable
the removal of an artefact from a trace without disturbing the data.

5.5.1 Slice Data

To edit a trace to remove an unwanted artefact (to the baseline),
click the Slice data icon. Then, using the mouse, left click and drag the mouse over

the area to be removed.

HL-2-P-3621-EN Rev. 1 Page 48 of 96



5.5.

5.6

2 Skim data

To edit a trace to remove an unwanted artefact whilst maintaining the general
progression of the curve (peak to peak), click the Skim data icon

Using the mouse, left click and drag the mouse over the area to be removed, this
will be highlighted by a series of vertical bands (releasing the mouse button will
complete the process).

Searching for & Attaching an Immunotyping Result

When using a uniqure identifier Platinum will automatically link patient results. It is then
possible within a single Platinum window to link and display IFE images relating to a specific
patient next to the corresponding serum protein trace for use as a reference.

In absence of automatic linking, IFE images can be manually attached to the
corresponding serum protein trace. Select the serum protein sample to which the
IFE is to be linked, and from the Options menu at the bottom of the sample list,
on the left hand side of the trace, left click and select Data > Search and
Attach Immunotyping.

1 BK9342068 Data

Remove Edits from Selected Results

Search and Aftach Immunotyping...

Show Session Usage Log...

Show Sample Usage Log...

Statistics +

Add Comment o Selected Traces...

FEFELEF -

8 BK934313N
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A search window will appear. Select the Search item (s), then click the search button. Once the
results have appeared, highlight any immunotypes (IFE) you wish to link to the serum protein.
Click OK. The linking will now take place and the window will close.

# Search for Immunotyping results to attach ? X

Search
b item (@ Sample
System type

‘ Low Yalue

Any source -
Any type -
Any Name j

Any Type j

‘ High value

Scan type

Gel name

Analysis type

Measurement time {dd/MM/yyyy)
Gel ID

Measurement status Clear

Normal / abnormal j
Demographic 1

Demographic 2

Demographic 3

Demographic 4

Demographic 5

Demodgraphic & Search
Demographic 7
Demoaraphic 8 Archive Search
Demographic 9 Configure
Demographic 10

Help

Close

For additional search criteria select Configure.

A Search Results. o X
Number of records found: 36

Scanldr  SystemType  Type GelName GelType  Gelld Measurement tme  UpdateDate Status @
6878 Gel Scan Sample  SAS-3IFE-S (300300) -Se... ife 250830-1306819-{73144}-2... 04042024 17:... 13/06/2025 10:... Normal

6873 Gel Scan Sample  SAS-3IFE-S (300300) -Se... ife 250830-1306819-{73144}-2... 04042024 17:... 21/05/2025 14:... Normal

6880 Gel scan sample SAS-3IFE-9 (300300) - Se...  ife 250930-1906819-{73144}-2...  04/04/2024 1 21/05/2025 14:...  Normal

6881 Gel scan Sample  SAS-3IFE-S (300300) - Se Normal

6882 Gel scan Sample  SAS-3IFE-9 (300300)-Se.. ife 250930-19068 19-{73 1442, Normal

Gel Scan Normal

Gel Scan 04/04/2024 17:
6886 Gel Scan Sample  SAS-3IFE-S (300300) -Se... ife 250830-1306819-{73144}-2...  04/04/2024 17
6887 Gel scan sample SAS-3IFE-9 (300300) - Se...  ife 240109-1192721-{20240118...  22/01/2024 L.
6888 Gel scan sample SAS-3IFE-9 (300300) - Se...  ife 240109-1192721-{20240118...  22/01/2024 L.
6889 Gel scan Sample  SAS-3IFE-9 (300300)-Se.. ife 240108-1192721-{20240118...  22/01/2024 1
6890 Gel scan Sample  SAS-3IFE-9 (300300)-Se.. ife 240108-1192721-{20240118...  22/01/2024 1
6891 Gel Scan Sample  SAS-3IFE-S (300300) -Se... ife 240105-1192721-{20240118...  22/01/2024 12
7039 Gel Scan Sample  SAS-3IFE-9 (300300) -Se... ife 270525-11923444-{112233}...  30/05/2025 17:... (02/06/2025 15:...
7040 Gel Scan Sample  SAS-3IFE-S (300300) -Se... ife 270528-11923444-{112233}...  30/05/2025 17:... (02/06/2025 15:
7041 Gel scan sample  SAS-3IFE-S (300300) -Se... ffe 270528-11923444-{112233}...  30/05/2025 17:... 02f06/2025 15
7042 Gel scan sample SAS-3IFE-9 (300300) - Se...  ife 270529-11923444-{112233}.. to. 02/06/2025 15
7043 Gel scan Sample  SAS-3IFE-9 (300300 -Se.. Ife 270529-11923444-{112233} 02/06/2025 15
T044 Gel scan Sample  SAS-3IFE-9 (300300)-Se.. ife 270529-11923444-{112233}... 02/06/2025 15:
T045 Gel Scan Sample  SAS-3IFE-9 (300300)-Se.. ife 270525-11923444-{112233}. 02/06/2025 15:...
T046 Gel Scan Sample  SAS-3IFE-S (300300) -Se... ife 270525-11923444-{112233}. 02/06/2025 15;
7047 Gel Scan Sample  SAS-3IFE-S (300300) -Se... ife 270525-11923444-{112233)...  30/05/2025 17:... 02/06/2025 15:...

v
< >
oK select Al | Deselectail | Cancel
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Select the correct sample ID to attach. In the results screen select the paperclip
icon to view attached IFE results.

Select Attached Results (All)

E T|G|A|[M|K]|2
[ . -
0 it

[ Bnszon 15 @)
[ T 52 @
[ Y e s @
B i @)
L P @
i S e @)

5.7 Result Comments

It is possible within Platinum to store predefined comments which can be added
to the individual sample records (see section 3.15)

5.7.1 Adding a Comment to a Sample Result
To add a comment to a result, highlight the sample in the results list then add a

comment in the comments box under the band data on the right hand side. The
comment can be free text or predefined comments.

5] Beta-2 387 % 263

8 Gamma 838 % 568

Total AR 0N
D Comment
Comments

Standard Comments...
No comments

Comment Tree.
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Predefined comments can be added by clicking on the + icon under the comments

box. This will allow the user to select a Standard Comment or comment from the

Comment Tree. Standard comments can be added by selecting Configure >

Comments (Reporting). When this is selected the Standard Comment window

will appear.

' Select Standard Comment ? x

[Monodonal present

Normal

Repeat

[ oc || canea | [ hep

Highlight the required comment and click OK. The comment will appear in the

comments window.

The Comment Tree is a set of predefined comments linked to tests. New

comments can be added to the tree under each test by selecting New

Comment or a new set of comments can be added by selecting New To

Root.

T Comment Tree T x

. | g
+ OUrine Tiew Comment
Climmunotyping
& Oimmunodisplacement
= Climmuncfixation Do
=0Serum Eat
CNo band seen
CIHigh polyclonal H"”M —
= Cimmunofixation result

CigG Kappa ST
[igG Lambda
[CligA Kappa
CligA Lambda
[CligM Kappa
[CligM Lambda
[igE Kappa
[ligE Lambda e
CigD Kappa
CligD Lambda e
[IFree Kappa light chains
[IFree | amhda light chains. v Cowe

One other way of adding comments is by the Options menu. Go to Options >

Data > Add Comments to Selected Traces. Comments can be added to

selected samples, or by selecting all, the same comment can be added to

all samples in one action.
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5.7. Adding Lab Notes to a Sample Result
Users can also add Lab Notes to a sample. This is a free text comment and

unlike the text in the Comments box the notes are not sent to LIMS or seen
on the report.

Comments

Lab Notes

5.8 Levey-Jennings

This function allows the user to verify and track system perofrmance over time

through the use of a corresponding control.

5.8.1 Setting up the Levey-Jennings Analysis (see section 3.5)

5.8.2 Day to day running of controls and Levey-Jennings

Scan the gel containing the control. (If an abnormal control is to be viewed in the

Levey-Jennings plot, then a normal control must also be present on the same gel).
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Mark the lane containing the control either using the following options:

e Results Status drop down box

12

SAS-3 SP-60 (3

Result Status
Sample
v
8 Normal Control

+ B} Abnomal Control

@ Calibrator Level 1
@ Calibrator Level 2
@ Calibrator Level 3

v e Mark Automatically

o Mark as Normal
Q Mark as Abnormal
0 Mark as Unsure

e Inthe Worklist by clicking on the Sample Options drop down box

Options

Sample

Normal Control

Abnormal Control

Calibrator Level 1

Calibrator Level 2

Calibrator Level 3
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e  Selecting the QC icon -»., on the Menu underneath the trace in the

Results Window.

Total

Qc
Sample
Normal Confrol

+ Abnormal Control

L) (@) () (@) (¢

In the QC Suite select the desired Method and the Levey-Jennings plot will be
shown on the right hand side of the screen.

Select the control type (Normal or Abnormal) and then input the date range you

wish to analyse.

Mean ;p\OQ\

Alpha-1 Alpha-2 Beta-1 Beta-2 Gamma

Abnamal

e  Hislonc OC Ranges  LotlD Ganerate Local OC range Runnimg Mean /S0 Wastgard Rulas
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5.9

5.10
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The Levey Jennings window shows all current selected QC data plotted
Against a Levey Jennings chart. Hovering the mouse over a point in this
chart will show the value of this data point and the raw data will be
highlighted in the QC Data tab.

To view the Trace for a specific data point select it in the table and then
from the Options menu, select Load Source Data.

Performing Statistics in Platinum

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 gelimage, or as the result of a database
search. To select all samples for analysis, choose CTRL + A or Options > Select >
Select all or hold down the Ctrl key whilst selecting the desired samples.

To display the statistics window after all of the required samples have been
selected, from the Options menu choose Data > Statistics.

The index of each band is displayed in the Index column with the number of samples
n in brackets. The name of each band is indicated in the band column, whilst the
remaining columns can be determined in Configure > Preferences
(Appearance) > Bands. These columns are used to display the mean, standard

deviation, and the C.V. for the area, area %, or concentration.

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.



5.10.1  Create new report

In order to create a new report, choose Configure > Reports (Reporting).

This will show a new report window that will display the report template layout with

all of the functions that are required to create new templates.

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 result is to be shown, where

it is to be situated, and what demographic data is displayed. Data such as peak

values and immunofixation images can also be included.

Reports

New

211G
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5.10.2 Editreport

To edit the current method dependent default report, choose Configure >
Configure Gels. Select the method then choose the Method Type tab.

Next to the Report definition select Edit

Method
5

Gonsguee Standurdebods [ROMMSRBN Cherisiy Vaive Geomety Lanes Bands SmookingFitmig GanSelings LotiDs Sarcods Conirols Carbamylated Alumin R
D
wessirement tpe el g modke
: [enmpatsn ©
andys Type: [semmeten +] | gy Jo—
Tray type: O lmmunotyping OReflective (epsque)

O 5P-10 (combination)

[T Mk ol results fox reex tmsting

Fleflex fest name: Defauit Refex test name:

Report gereraten
Rieport defrition | C: Progras Fies Flatrum Reports SAS Senum Proten rep ] [oee| [t
Repart i 10s: ¢ ][] [eans

[Juse man regorts. Oloe ot repoet.

Lo Sign Detection

[enabied
. Hr

This will open the defined report associated with this test.

To edit another user selected report template go to Configure > Reporting >
Reports. Then select the Load Source Data icon

@ Load repont definition from disk X
A 11> ThisPC > Windows(C) » ProgramPFiles > Platinum » Reports v | Search Reports »
Organise v Newfolder By @ @
Augus A Neme 2 Date modified - Sie Al
] repns
B Levey Jennings.ep 1%
Report B Sa5Acid Hbep K8
Report B 545 Alksline Hb.rep. 3Ke
@ onon B SiS Alaine Posphatvserep @
B 54 Cholesterolrep 3k
3 ThispC B 545 Serum Protein Immunofixation.rep. 2k8
B 300b B 525 Serum Protein.rep ke
W Desitc [ A Urine Protein immoncfixstionsep k8
(4 Docun B 545 Urine Protein.rep 3KB
3 downl B Ve Cab ient Tansferdinaep 0 3K8
Iw B V& Glyco Live = 3K
M B G g Ut ©
= Picun B ya HpaTcrep 3K8
B videos 1B Ve Ho-lEFrep 3K
i Vindoy [ V8 Serum Protein and 1D.rep ks el
File name: | | Report definiions (“rep) v
=

This will bring up a window with a list of saved reports, when one is selected, choose
Open. This will open the report in a new window with all the required functions to
edit the report.
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5.10.3 Preview report

To preview a report before printing, select a result in the results page then choose

Options > Print > Preview Report for Selected Results.

Print V8 Ru

Print Report for Selected Results

Preview Report for Selected Results

Printer Setup

Print Selection to PDF

Print Session to PDF...

In Platinum it is possible to use user definable reports, but Helena Biosciences also

provides an array of default report templates that the user can customise to suit

their own needs.

5.10.4  Applying a report definition retrospectively to data

From time to time it may be necessary to use a different report or apply a new report

to some old data retrospectively.

With the result highlighted in the results page, select Configure > Configure

Bands (Methods).

Select the Report Selection button. This will bring up the following window:

HL-2-P-3621-EN

7 Select Report ro%
Change reports for;-
Current race
Current selection
(@) Entire session
Reeparts used
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Select the [ button next to Report Definition. This will bring up the list of reports
available. Select the new report type to be assigned to the test.
The default location for the reports files is in the following location:

C:\Program Files\Platinum

Reports with IDs is not applicable to gel scanning. This report definition
will be applied to this session only. Select OK on the reports box.

5.11 Database

The Platinum database stores all data that is processed and imported.
5.11.1  Backup New Data

To back up new data in Platinum, choose Configure > Database > Back-up >
New and Changed Sessions.

5.11.2  Backup All Data

To back up all data in Platinum, choose Configure > Database > Back-up All
Sessions.

5.11.3  Custom Backup Selected Data

Allows a custom search for back up for specifc data in Platinum. choose
Configure > Database > Custom Back-up Selected Data.

5.11.4  Archive
To archive data in Platinum, choose Configure > Database > Archive
NOTE: It is not advised to archive MS SQL Server data.

5.11.5 Database Maintenance

To be used as a troubleshooting tool which includes validation of sessions.
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5.11. 6 Database Backup and Recovery

5.12

5.12.1

To backup and recover databases.

LIMS

Controlling data to the LIMS/LIS

There are two ways to send data to LIMS/LIS. It can either be to a LIMS Queue,
where data can be validated before sending to the LIMS/LIS, or it can be sent
directly to the LIMS/LIS.

Sending Data to the LIMS Queue

Results are sent to the LIMS/LIS holding queue so that once a user of suitable
seniority has validated the data as acceptable it can be sent to the LIMS database.
To send an individual lane or several lanes currently selected to the LIMS queue,
highlight the specific results, select the LIMS icon S then select Add to the
LIMS Queue.

LIMS
(H] Tot
= S Add To LIMS Queue o
- Con

(]
Sy Send fo LIMS

R\ Query LMS

@ 2@

To send the whole CE session or gel scan to LIMS, in the sample list, Select all
by either pressing CTRL + A or Options > Select > Select all. Then select the
LIMS icon and choose Send to LIMS.

Those samples sent to the LIMS Queue will be marked with a LIMS icon.
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5.12.2

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 result to be released from the LIMS Queue, highlight
the sample in the worklist then select the Approval icon, followed by Set
Approval for Sending to LIMS.

_Appro.val

ﬂ.o Set Approval for Sending to LIMS

Q
| By Clear Approval for Sending to LIMS

¥ @ B

To approve multiple selected results to be released from the LIMS queue,
highlight the results in the worklist by touching the small trace icon then select
the Approval icon, followed by Set Approval for Sending to LIMS. 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, select the Approval icon, followed by Clear Approval for
Sending to LIMS ﬁ@ The tick should then be removed from the Navigation
Worklist (NWL).

To do this for multiple results, highlight all the results 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 Queue icon 57 To remove multiple samples, highlight all of the
results you wish to remove by touching the small trace icon in the NWL before

selecting Remove from the LIMS queue.

Once the appropriate results have been authorised to be sent to the LIMS
database, select Send to LIMS. To display the results sent to LIMS in the
NWL, go to the top of the NWL and click Show > Show Only Sent To LIMS.
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5.12.3 Sending Data Directly to LIMS
Results can be sentdirectly to LIMS / LIS bypassing the use of the queuing
system. This is set up in Configure > Communications > Customise >
Sending to LIMS.

5.13 Usage log
The usage log stores a full history of operator data and decision-making.

5.13.1 Gel Session Usage Log

Shows a list of the user activity for the current active session.
To view this, from the Options menu select Data > Show Session Usage Log.

A DGR R
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5.13.2 Sample Usage Log

Shows a list of the user activity for the result that is currently selected on screen. To
view this, from the Options menu select Data > Show Sample Usage Log, or
select the (@) | icon.

5.13.3 Operator Usage Log

This function allows all viewing/editing functions carried out by a specific user for
a defined time period to be identified. To view this, go to the Log in page and enter
the search criteria, then select Search.
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5.13.4  Additional Usage 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.
@ Save Operaor usagelog =
« B » ThaPC » Windows (C) » Progeam Files » Platinum & o
Orgamese v Hew foider (2]
Microsoft” * Neme Sex
ey [l
Modati An
- Platinum Backup
At Backups
backup Languages
e
Sachps ScannerDuls
Languag toge
o
ror
iy
Scanner
Platinum -
File name | Supenasortit
Save astype  Tabbed Text File ("0xt) b
o Iedertses [ ] o
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Appendix 1

Functions in Platinum

New Session: allows the opening of a new gel session, or a session from file.
Opening a session from file allows the operator to open files that have been saved
in previous sessions or to allow files to be imported from other instruments. This
can be used to open previously entered worklists that have not had a scan attached
(they are displayed as *.wl0 files).

Search: allows the operator to search for previously saved data along with
demographic information. The demographic that is used to call up previous data
is setin the demographic configuration.

Results: allows the operator to view the NWL, traces or gel images,
Demographics, Band Data, Comments and Lab Notes

Results: Options Menu

Select
Select All: allows the operator to select all results

Select Same: allows the operator to select results of the same type

File

Open: allows the opening of a new V8 session, a new gel session from file.

Open Similar: allows the opening of a new session from file where defined
demographics are the same
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Save: allows the operator to save the current data without exiting the programme
or closing the active window. At user level access, there is no choice as to the file
name, or to the destination of the saved data. The data is saved with an unique
number relating to the exact time and date the analysis was performed.

Save As: allows the user to select an alternative file name and location when using
the Save function.

Save to Middleware/ Save Selected to Middleware: These options are only
available if Middleware is activated. Please contact your Helena Representative
for further details on Middleware.

Export Traces for Selected Results: allows the operator to export traces to a
specified location.

Export Reports for Selected Results: allows the operator to export a report to
a specified location.

Print
Print Report for Selected Results: print a report of the selected sample on the
preconfigured report template.

Preview Report for Selected Results: preview the report for the selected
sample on the preconfigured report template.

Printer Setup: allows the configuration of the printer that will be used to print
report.

Print Selected to PDF: print a report of the selected sample on the
preconfigured report template in the Platinum PDF folder.

Print Session to PDF: print a report of the session on the preconfigured report

template in the Platinum PDF folder.
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Trace Options: Scan Plot

This function allows the operator to specify options such as the Gain settings, scale
and zoom on the scan plot. These options are available by right clicking on the trace.
Gain Settings: Allows the gain settings to be altered for the sample being analysed.
Set Scale: Allows the operator to set the x and y axis on the scan trace image.

Zoom Out: Allows the operator to reverse any Zoom in steps that have been taken.
Reset Scale: This will return the scale of the trace image to the default settings.
Results Page Options

This function allows the operator to specify viewing options for the Trace, Gel image,
IFE Image or Band data.

Trace View Options

Auto Align Regions: Lines up regions with where platinum has added trough
markers and peaks.

Show Peaks: This adds a trough marker up the middle of each peak for clarification.

Label Peaks: Thislabels areas on the peak with Albumin, Alpha-1, Alpha- 2, etc, to make
differentiation easier.

Colour Peaks: This separates each peak / band area by colour, to further delineate
between areas on the trace.

Show Gel Image: This shows a computer generated image of what the trace would

look like were itran on a gel.

Second Trace as Solid: If two traces are compared within the worklist the second
trace will be displayed as a solid coloured trace.
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Show Stacked Traces: If multiple traces are selected they will be displayed in
the trace window stacked one on top of the other.

Baseline: This allows the user to select Baseline settings.

Show Derivative: This allows the operator to view the 1t derivative of the trace.

Show Mean Traces: This overlays the mean traces as specified in previous
sessions for comparison with the selected trace.

Show Factory Overlay: This function places the normal overlay used by the
operator onto the selected trace for comparison.

Show Normal Overlay: This overlays a user-specified trace on screen.

Gel View Options

This enables the operator to edit the gel image, with respect to colour,
magnification and intensity.

Display as Negative: This inverts the gel Image image to a negative picture.

Enhance Contrast: This displays the gel image and scan image in a single colour,
which is determined by the darkest pixel point on the scan.

IFE View Options
This enables the operator to edit the IFE image, with respect to colour,
magnification and intensity.

Display as Negative: This inverts the IFE image to a negative picture.

Enhance Contrast: This displays the IFE image and scan image in a single colour,

which is determined by the darkest pixel point on the scan.

Intensity: This adjusts the level of contrast that is used to display the IFE and scan

image.
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Display Helper Lines: This displays 3 lines on the IFE image to allow alignment of

monoclonal bands.

Bands Options: This allows the operator to choose which data, if any, is displayed
in the band list table.

Show Band Integral Value (IF): This allows the operator to select whether or not
the peak integral values are displayed in the bands list table next to each band.

Show Band Concentrations: This allows the operator to select whether or not
the band concentrations are displayed in the bands list table next to each band.

Show Band Ranges: This allows the operator to select whether or not the normal
ranges are displayed in the bands list table next to each band.

Show Band Tops: Used in haemoglobin analysis to identify the x-axis position of
the peak top.

Show Band Zones / Regions: Used in Haemoglobin analysis to define potential
run positions of different haemoglobin variants.

Preferences: Opens a window that allows alterations to the appearance of
features of the analysis window, reports and tables. This is only available to
operators with “level 3" user level access.

Quality Control menu

Show Levey-Jennings: this allows the operator to enter in to the Levey-Jennings
window. Control data can be searched and displayed in a Levey-Jennings plot.

Show Gel Usage Log: this allowsthe operator to view the actions of other users

during a particular session.

Show Sample Usage Log: this allows any operators to scan the usage log for a
particular trace, including users and any changes that have been made.
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Show Operator Usage Log: this allows any operators with ‘Level 3’ user level
status to search the usage log for information on a particular user or session.

Reagent Statistics: allows the user to query the number of tests that have been
carried out using a defined set of analyses or over a range of dates.

Worklist menu

Set Up Work list: allows the operator to set up a work list of patient demographic
information. This can be stored for later use when samples are scanned, or it can
be implemented immediately if the samples are on board the instrument.

Gel menu
Select Scanner: this enables the user to selecta gel scanner for use. Any scanning

hardware connected to the computer will be listed.

Select Gel: this allows the user to select which gel tray (SAS-1, SAS-3) and which
test type is to be used. Default smoothing, filtering and band set-up can be found in
the prompt window also.

Select and Configure Gel: allows the user to make changes to the gel method
settings, including Smoothing settings, and default report setting

Scan Parameters: this allows the user to specify the scan mode (8/24 bits or 12/36

bits) and to alter the resolution and gamma correction values.

Scan: this allows the user to enter the ID of the gel tray that is loaded onto the
instrument. This can be typed or scanned.

Align Gel: this allows the user to align the gel.

Configure Bands: this enables the operator to configure the bands, and to apply

default levels of filtering and smoothing.
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Edit Regions / Zones: this allows the operator to edit the regions defined on the gel
to clarify individual band regions.

Re-interpret Lane: this allows the operator to re-interpret a selected lane if the
result is questionable, or the configuration parameters have been changed.

Re-interpret Gel: this allows the operator to re-interpret an entire gel if the result
does not seem right, or the configuration parameters have been changed.

Mark Gel: this allows the user to mark the gel to pick out points of interest.

Search and Attach Immunotyping: this is used to search the database for any
previously stored IFE scans for the current sample in the active window. Once found,
the IFE is attached so that when the trace data is retrieved the attached IFE is
displayed.

Attach Immunotyping to Scans: this is used to search the database for an IFE
that will be linked and displayed relating to a specific patient next to the

corresponding serum protein gel for use as a reference.

Attached Scans: when viewing an IFE sample this allows the operator to retrieve
any samples that have the selected IFE attached.

Statistics: this displays a table of means, standard deviations and CVs for any
selected gel data. More than one sample at a time can be selected by keeping the

Ctrl key pressed when selecting samples.

Configure Gels: this allows any Level 3 users to configure the set up for gel
including smoothing, filtering, band region limits and default gain settings.

Window menu

Session List. Allows quick and easy transition between open platinum sessions.
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Trace Display menu

Display gel results as the following options:
As list: Shows data as a worklist.

AsTraces: Shows all results as traces.

As Gel Image: Shows all results as a gel image.

Show hidden items: Samples can be hidden from the navigation work list by right
clicking and selecting

Hide Selected. When this option is selected hidden samples can be viewed and

restored to normal view.
Mark as Sample: the selected sample is marked as a sample.

Mark as Normal Control: the selected sample is marked for use as a normal
control.

Mark as Abnormal Control: the selected sample is marked for use as an abnormal
control.

Mark as Calibrator: the selected sample is marked for use as a calibrating trace.

Mark Automatically: this is the default selection and all lanes are marked as
samples either normal or abnormal dependant on the configuration.

Mark as Normal: this marks the selected patient sample as normal.
Mark as Abnormal: this marks the selected patient sample marked as abnormal.
Mark as Unsure: this marks a patient sample as unsure. If the operator is unsure

whether a sample is normal or abnormal, this will flag the sample so that another

clinician may view it.
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Suspect Levey-Jennings: if a control is in range but there appears to be a trend
taking the gel or trace out of range it can be marked as suspect.

Accept Levey-Jennings: this allows the operator to accept the results on a gel or
trace and mark it as such even if a control is shown to be out of range.

Add to Mean Traces: this adds a selected trace to those that are used to define the

mean values.

Load Mean Traces: this overlays the mean trace for comparison with a selected
sample.

Use as Normal Overlay: this allows the operator to select a trace for use as the

normal overlay.

Load Normal Overlay Source Data: this loads the source data of the trace being
used as the normal overlay.

Smoothing: the smoothing function allows the operator to reduce the effect of and
display of noise shown on the trace. This is achieved by plotting the rolling average
of results rather than individual points. The degree of smoothing used is on an
arbitrary scale and increasing the smooth weight too much can resultin an adverse
effecton the quantitated values. A default smooth weight can be set in configuration;
however it is applied here to selected samples.

Threshold Filtering / Slope Filtering: filtering alters the detection point at which

a trough marker is automatically placed on the trace. Filtering is set in configuration,

but this function allows individual filtering to be applied to each sample.
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Edit menu

Undo: Allows the user to remove any editing on a trace or gel that has taken place.

Redo: If an editing operation has been undone, this function allows it to be redone
without performing the operation again.

Edit Baseline: Allows the operator to edit the baseline of the current trace being
displayed.

Edit Peaks: Allows the operator to edit the peaks of the current trace being displayed.
Peaks are defined at two trough markers, which are automatically placed at the
lowest point between two peaks.

Apply Slice: Allows the operator to slice out trace data that is thought to be an
anomaly. This could be an artefact in a spike on an otherwise smooth curve. When
Apply Slice is checked, the cursor will show as active over the trace. The area to be
removed is highlighted by keeping the left mouse button pressed whilst dragging
over the required area. The trace is drawn to the baseline rather than peak to peak
as in Apply Skim.

Apply Skim: Allows the operator to stretch out trace data that is thought to be an
anomaly. This could be an artefact in a spike on an otherwise smooth curve. When
Apply Skim is checked, the cursor will show as active over the trace. The area to be
removed is highlighted by keeping the left mouse button pressed whilst dragging
over the required area.

Apply Stretching: Allows the operator to stretch a selected trace to match that of
another i.e a reference trace. When Apply stretch is checked, the outer edges and
centre of the trace will be highlighted. Using the left mouse button, these markers can

be dragged to the new position and the trace will be scaled to fit.

Remove Stretching: Removes any previous editing applied to the trace.

Match Shapes: Allows you to match two shapes for direct overlay and comparison.
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Copy: Allows the operator to copy any of the displayed trace data to be pasted into
other Windows applications.

Comments

Add Comment: allows the operator to add a comment to the current sample from
a list of predefined comments. The user can also add free hand comments in the
comments tile of the active analysis window.

Reporting

New Report Template: This function allows the to create a new report template.
See ‘Creating a Report’ for further details.

Edit Current Report Template: allows the operator to edit the current report
template.

Edit Other Report Template: allows the operator to edit a previously created and
saved report template.

Preview Current Report: Allows the operator to preview the current report layout
associated with the method.

Communications

This submenu allows the operator to configure the settings of Platinum. This can

only be accessed under the operator level of ‘Level 3.

Communications > Customise

Database: this is used to define the default directory for saving traces, gels and
worklist files. Allows the user to view/configure the Location for new data and
the Location for backups. This functions also allows the operator to change
the location of the SQL database.
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Reports: Shows the default location of Reports

Sending to LIMS: configuration of Platinum to allow communication with a host

system and to define what data is sent to LIMS.

Receiving from LIMS: configuration of Platinum to allow communication with a

host system and reception of data from LIMS.

Configure Demographics: allows you to define the demographics used for

database management and LIS identification.

Institution Data: Input the information as required.

Configure Sample Handler: this enables the operator to confirm that positive
patient ID’s are used.

Configure Menus: allows the operator to view all menu functions with access
levels that are permitted to use each one.

Manage Operator Accounts: Allows operators with “Level 2" operator level
access to add, remove or edit all operators on the list of users.

Exit: allows the operator to exit the program and will automatically save any new
data or update any editing that has taken place during the session.

Database

Database Information

This provides assorted information about the state of Platinum’s database

and networking status.

Archive: Allows the user to archive records.
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Demographics Merge: The Demographic Merge allows the merging of old
database demographics into the current demographic set. It is recommended
that demographics are the same across all data. Imported data that has
different demographics can be merged into the current demographic set using
this tool.

SQL Search
This allows the direct entry of SQL language commands to access the
database.

Backup New & Changed Sessions: Backups performed on New and changed
sessions.

Custom Backup &Selected Data: Backups can be performed by customising
the backup selected data.

Data mine: This functionality allows access to Platinums data, in a formatted

manner, suitable for external evaluation

Database Maintenance: This allows the display of database data and
additional maintenance options including Method Table, Comment Table,
Session Files and Session/Database Validation.

Database Merge: This functionality allows the merging of multiple existing
Platinum databases into the current Platinum database. This is particularly
useful when upgrading multiple Platinums to a network solution, with a single
combined database. To merge historic platinum databases run the latest

Platinum patch to convert them.
Import Database: This allows databases to be imported into Platinum. This
function correctly matches the imported trace demographics to the Platinum

demographics.

Full Database Search: To locate previous sample results, whole gels or V8
sessions in the database,
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Backup All Sessions: Backup all session data.

Backup & Recovery: Creates a full database backup in the user specified directory.
Recovery will enable the user to regress to a previous backup. This will overwrite
the current database. A database can be reconstructed from the available session
files. A directory can be specified then all the session files in that directory are
imported into the current database.

Help menu

Platinum Help: Displays help menu.

Open Gel Operator Manual: Open Gel Operator Manual

Product Activation: Allows the user to activate additional Platinum features,
including Touch Screen, Networking, Track, Middleware and Expert System.

About Platinum: Displays the Platinum version, including the Patch Number and
Serial Number Button.
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Notice to Users

Once the Eudamed public website is available, a summary of safety and

performance of these devices will be accessible from there.

Definition of Symbols

EC

REP

HL-2-P-3621-EN

Authorized representative in the European

Community/European Union

Rev. 1
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Glossary of software icons

The following software icons have been designed to make operator use simple and efficient.

Main Window Icons

Home Page

Quality Control Window

Quality Control Failed

Quality Control Timed Out

i
I- y |
o
Quality Control Accepted
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Quality Control Undefined

oee
LA

Work List

Search Window

)

LIMS Queue Window

Results Window

New session

£+

Configuration Window
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General Icons (Icons that appear in more than one window)

Delete

o
e
G
N

Save

EPrint
\L Open
eveeeed Solect

View as Gels
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[ View as List

EEER
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EEE™ View as Traces

Sort Traces

Standard Mode

Fla,
\l’ Load Source Data

Reset Zoom

o

Zoom Out

ﬁ

Zoom In
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Zoom

Trace

f
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'OM Show IgM Attached

f

W

'L show IgL Attached

f

F

lgk Show IgK Attached

f
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IQG Show IgG Attached

.-Inl._ e

192 Show IgA Attached

!!!!! Show IFE Attached

Show All Attached

g

IFE Image
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E”El Grid Mode

Focus Mode

Gel Image

=
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‘— Show

v Inspector window

Copy

Home Page Icons

Co
Language
9 Help Pages

Gel Operator Manual
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Exit Platinum

@ Product Activation

Quality Control Icons

o
-::-_6/0\“,

* Rules

aq-2T
o

™ Scale to limits

Qbf‘

* Set Scale

Reset Zoom

Work List Icons

EEEJ

Get Work List Data

200

==
==
“Z5 Show Pending Trays
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] Show Conflicts

Add New Item

Z,
Q;..?
Show Chemistry Values

LIMS Queue Icons

o

El  Send Selected Approved to LIMS

o

M1 send Selected to LIMS

Send All to LIMS

Remove from LIMS Queue

O % %

Approval

w

% Set Approval for Sending to LIMS
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:‘?'1 Clear Approval for Sending to LIMS

Search Icons

Q\ﬁ

Results/Search Results Icons

o

New Search

Sessions

Exit Session

Data
KO

4 ="~ Reinterpret Trace

E Copy
qo/ﬁb

QC
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LIMS

%o

Add to LIMS Queue

=0,

Remove from LIMS Queue

o

Send to LIMS

Edit

Comparisons

Sample

S B ic N\

Normal Control

Abnormal Control

a Calibrator (Level 1, 2 or 3)
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Mark as Unsure

Mark as Normal

Mark Automatically

Mark as Abnormal

Attach

O VDOO

Attached trace

-
L

e

L |

Detach Trace

Edit Results Icons

fLn

* * Stretch

e

Slice
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Skim

+—+ Edit peaks

-I.'
A

[
* /Lo *Match Shapes

N Smoothing/Filtering

A

——" Edit Baseline

L.

+—*—* Remove Stretching

Gel Icons
_ l...1
Kl Align Gel
L—‘]\j Export gel image
b |-
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Gel Runtime Parameters

Usage Log

Apply

Cancel

Mark Gel

Revert

Undo

O0O0O®DO ©

Redo

Navigation Worklist Icons

— Comment added
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Gel Sample
{:::I Gel Normal Control
I:::I Gel Abnormal Control

o
¥ #" SuspectQC

i

Ao
&7 Accept QC

%l Sent to LIMS
%:"l Approved Sent to LIMS
Pending Send to LIMS
%'C'T LIMS Approved
No Result in the Database
ﬁl Previous Monoclonal Result in Database

A Previous Normal Result in Database

A Previous Abnormal Result in Database
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Traces Attached

P
[IL |

Lk,

=" Host Query

%E Comments Tree
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