IIIIImmming’

» Immunoblot Software version 2.0.

User manual
1




CONTENTS

Immunoblot Software v. 2.0. — User manual 3
System requirements 3
Installation 4
Immunoblot Software interface 6
Tool bar and Menu 6
Scan field 6
Analysis field 7
Evaluation table 7
Low bar 7
Protocol processing step by step 8
Mode selection 8
Input 8
Immunoblot BLOT/BLOT-LINE mode — selecting a type of the protocol, the test and the lot 9
BlueDiver mode — planner and setting kits 10
Running the analysis 12
Printing the Results and saving them as PDF 13
Saving the scanned protocol/strip holder 14
Export to the Laboratory information system 14
Analysis details 15
Immunoblot mode — Selecting analysed strips 15
Immunoblot mode — Evaluation table 16
Band evaluation 16
Strip detail 17
Start line 18
Conjugate control 18
Control line 19
BlueDiver mode — Evaluation table 19
Summary results and Test (X) results 20
Program settings and update 21
Program settings 21
Lot update 22
Kit update 22
Saving and loading descriptions 22
Common issues 23
Start line not found 23
Control line not found (BLOT-LINE protocols) 23
Unable to scan 23
Unable to download updates 23
Not loaded QR code 23

Immunoblot Software




/ IMMUNOBLOT SOFTWARE - USER MANUAL

Immunoblot Software is a software tool for evaluation of BLOT, BLOT-LINE and BlueBLOT-LINE tests provided by TestLine Clinical
Diagnostics, s.r.o.

P SYSTEM REQUIREMENTS
Minimum system requirements:

B Microsoft Windows XP SP3 or higher
B NET Framework version 4 or higher

Any scanner can be used as an input device. The scanner must be correctly installed and must be detectable by the operation system.
Any printer can be used as an output device. The printer must be correctly installed and must be detectable by the operation system.




d INSTALLATION

The Immunoblot Software is delivered as an immunoblot_bundle.exe distribution pE-r--—— =[O
packet, which is configured to be installed automatically without a user’s inter-

vention. Administrator rights are required for the installation. You must accept TestLine
the terms of license agreement to install the software correctly. e

Immunoblot Software

All prerequisites (such as .NET framework version 4 and previous) are already
included in the installation package. The installation program automatically de-
tects the presence of prerequisites on the computer, and if it does not find any

Installation progres

Processing: Microsoft MET Framework 4

prerequisites, it automatically installs them. I
Cancel
Then select a type of the installation: =10l

Immunoblot Software
P  Typical: The Immunoblot Software without the user manual and kit TestLine

definitions is installed into the Program Files folder.
B Custom: Select the installation path to the program. Kit definitions and
the user manual can be installed as an option.
P Full: The Immunoblot Software, the user manual and kit definitions are

installed into the Program Files folder. Processing:  Immunoblot Software
|

Installation progres

The installation program also creates an icon on the Desktop and a shortcut in Cancel
the Start menu.

At the end you are informed that the installation was successful. & Immunoblot Installation S

Immunoblot Software
!:sgtLinE

The installation was successfull
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P INITIALIZATION

When you first start the program, it is necessary to input the activation code. You
cannot operate the program without it. If the program is installed by a service tech-
nician, he performs activation simultaneously with the installation. Otherwise pro- Enter valid activation code to run ication.

ceed as follows:

B Make sure you are logged into Windows as a user with ADMINISTRATOR rights

—then entered activation code is valid for all users of the computer.
B Start Immunoblot software.

B Contact TestLine service (email, phone) and give him twenty-character ID code Contact your distributor to receive activation code

of the computer (A).

B Service technician generates a twenty-character activation code and
sends/dictates it to you. Put this code into activation code field (B).

B Click OK (C) and Immunoblot software starts.

B SCANNER CALIBRATION

To assign correct intensity values to each line, you must calibrate the scanner,
preferably immediately after the installation of the software. If a scanner you are
trying to use has not been calibrated, you will be informed about it (A). If you
confirm it by clicking on Yes, the program will execute the scanning and evaluation,
but the results of the analysis may not be correct.

Scanner calibration does not apply to BlueBLOT-LINE kits where the calibration
scale is already part of the supplied scanner.

The calibration is done using a special calibration protocol supplied with the
program. The calibration procedure goes as follows:

1) Insert the calibration protocol (B) into the scanner.

2) Open the Scanner (C) in the Settings.

3) If your scanner is present in the list of pre-calibrated scanners (D), select its
name and click on Apply. Otherwise select other, enter the calibration pro-
tocol and click on Calibrate scanner.

4) Check whether the calibration series is marked the same in the program (E)
as in the calibration protocol (F). If the marks differ, contact your supplier to
receive a new calibration protocol.

5) Make sure only the scanner you want to calibrate is connected to the
computer and click on the Calibrate scanner button (G).

6) The calibration can take several minutes depending on a type of the scanner
(H). After finishing the
calibration the program HEES P[= 3

informs you about the || o |/ WSEEIEESREEE | Semer |

result (I). If the calibra- | e atannce o the sconmers asept e e youmant 1 doe
tion fails, the SCANNEr  scnnes s s name and ok oo homhr Oonereies selsc ot cnter the.
you used is not fit for il

evaluating BLOT proto-
cols.Insuchcase, contact Scanner [T [
your supplier to recom-
mend/provide another
scanner.

Callbvatescametl Cancel calibrati l

Calibration phase 1/1

T 1

_._:- Software activation

Computer 1D
| LQw4E | HAGKD | GYYPN | EVR4T

Enter activation code:

E Ok | Apply |  Cancel

B Scanner calibration x|

Scanner has not been calibrated. You can calibrate the scanner from
the Settings window.
Do you want to continue?

Yes No |

BLOT Kalibrace
Sarze soupravy / Baich of Kit - exp. -

U

Série

TL-CALIB-012013

T

e Settings =] 3
General | Network | ExporttoLIS | Scanner.

The scanner has to be calibrated 5o that the the program
Before the calibration disconnect all the

e M [=1E3

Genenal | Network | Exporttolls | Scamer |

all the scanners except the one you want to use
with the Immunoblot i your scanner is present in the
scanners, select its name and click on "Apply”. select “other”, enter the
calibration protocol and on “Calibrate The calibration takes 2-5
minutes.




IMMUNOBLOT SOFTWARE INTERFACE

The Immunoblot Software interface consists of a single window divided into five fields:

A) Tool barand Menu
B) Scan field

C) Analysis field

D) Evaluation table

E) Low bar

Each field in the image is assigned a description label:

.. Immunoblot Software

“File Edit Help
T S e s w—— R
==9
168, Bmo 612 04, el ffax. 341 243 390

JKOL S VYOBRAZENIM VALIDACNIHO STRIPU
PROTOCOL WITH VALIDATION STRIP

BLOT-LINE ANA

I~ | o =] N 2 e lafolm lmla ol
DY i ] S <2 2= BEER |ElE FI2
= o[ G EE| EEE PPIR
on ! & adm sk i el ! I
“« 13

ol o e "

|
\ 4 0a

|2 @ 03 036 041 0.

|3 @ 044 039 038 039 048 035 03 11375 220 11364 067 44

4 @ 038 03 033 03 9633 5992 0. 033 033 033 033 O

5 @ 039 033 033 039 6880 77% 03 033 039 0339 033 O

B Posifi op 045 039 033 035 031 031 0317 818 1485 034 046 042 053 039 0O

T 2 S 3y = 7 Negat op 038 033 035 032 038 0339 039 038 038 039 033 03 033 038 0O

vlafafafslelr]s o [wlufalwlwls[wlm]m]wlw -

T SN T [ 8 (T 1V O 20 2 8 Posifi op 035 039 035 043 7927 11371 052 8979 8363 14650 062 061 05 061 0.

9 Negat op 053 048 054 044 061 054 05 031 023 031 061 031 04 039 0

10 Negat o 033 039 033 035 047 047 033 045 057 053 031 043 047 047 O

1 Posith op 036 046 055 066 038 043 035 7531 8934 10676 033 039 033 039 0

= | |2 Posifv o 033 033 033 039 6565 11608 042 5796 7266 12579 044 059 038 048 O

. . 13 Posifh op 033 039 033 033 039 039 0339 9202 6622 7850 4660 039 7176 039 0
Fll | (100% 74% - e """""" '8 14 Negat . a# 048 033 024 023 028 039 057 044 047 031 039 037 033 039 l’) =

B TOOL BAR AND MENU

Tool bar and Menu are used to manage following steps of the evaluation process:

Opening the image/Scanning the protocol/the clamp
Saving the scan

Selecting a type of the protocol, the test and the lot
Running the analysis

Printing the Results document and saving it as PDF

vk wnN e

B SCANFIELD

It shows an opened or scanned protocol. You can use it for visual check-up of the protocol as well as for selecting particular strips after
completion of the analysis. The field also allows you to adjust the zoom level.
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B ANALYSIS FIELD

It shows details of individual strips and a colour intensity curve of specific antigenic bands. It allows you to handle the Start line of the
strip, or to manually exclude antigenic bands from the evaluation (see Band evaluation). You can adjust the zoom level in this field in
the same way as in the Scan field.

B EVALUATION TABLE

It shows previews of analysed strips and their description, the intensity (%) and the evaluation of each antigenic band, and also a ge-
neral diagnostic classification of tested samples. The appearance and function of the evaluation table varies in each software mode. In
case of the BlueDiver mode, it also includes the method Planner (F).

Immunoblot Software Tolle =)
File Edit Help
: & E] @ - é v | [BlueDiver - E . ts v | [St € | Performed by ' Lab _
Validity o IgM Control Q

] o @ @ v o =] | =]
= N alale E Il RlEs
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. Fill | 200% 289% |- ot &

lPIanner 18 | TA

3 & & 275 078 19 157 039 078 314 549 118 118 -
7 v & 353 118 157 157 157 157 235 392 15 314
8 « & 235 275 157 157 078 235 118 19 235 078
o v & 392 o078 15 157 118 118 235 039 078 235
10 « & 275 1% 275 353 157 078 157 118 19 196
1 o & 47 157 118 157 235 196 157 078 18 196
12 o & 1% 15 118 235 078 118 078 157 275 118
13 v o 471 275 19% 275 078 118 314 705 275 548
14 « v 19 118 235 235 118 235 353 118 431
15 v o 5B 118 078 196 039 078 118 43 078 157
16 « & 235 118 314 235 19 235 15 118 275 196
17 « o 34 118 157 118 235 431 431 &8 157 196
19 o & 314 235 078 078 078 078 078 032 039 196
20 g & 275 07 03 157 039 039 118 157 118 118
; 21 v & 235 078 19 275 118 118 15 353 157 235 &
Fil | [100% 90% |- " " "

ata\t/\blots\dtek-600\igM1.jpg

P LOWBAR

It shows a path to the file with the analysed scan. If the image has not been saved yet, the following caution is displayed: ,,Scan has
not been saved”.




4 PROTOCOL PROCESSING STEP BY STEP

The chapter describes individual steps of processing the scanned protocol with strips, starting the analysis, saving and printing the
Results document.

P MODE SELECTION

The first step in processing a protocol is the mode selection. The following modes are available:

B BLOT-LINE — used to process strips type BLOT-LINE glued to the relevant TestLine
protocols and scanned. Immunoblot BLOT-LINE mode allows you to select and evalua-
te one method on a protocol.

P BLOT - used to process strips type Western blot glued to the relevant TestLine pro- — BlueDiver
tocols and scanned. The Immunoblot BLOT mode allows you to select and evaluate BLOT-LIME “
one method on a protocol.

B  BlueDiver — used to process strips type BlueBLOT-LINE which do not require gluing BLOT
and are directly inserted into the scanner along with a clamp. In the BlueDiver mode,
multiple kits can be selected and simultaneously evaluated.

Protocol type =

Mode selection is performed from the Tool bar (A). This option affects the behavior of the program and therefore must be done at the
very beginning of the evaluation process.

B INPUT

The input for the analysis is an image of a scanned proto- col

or a clamp. Both can be loaded from a file or directly F"eOEd* Help — File Edit Help
pen |+

= B : ;
scanned. v Scan | Protocol type & & ‘ HE -&
E

You can open the image from a file using one of the fo-
llowing options:

D

fi

A) Select File — Open in the Menu
B) Click on the Folder icon (open image) in the Tool bar

EEkk| D

Quit Alt+F4

A dialog box allows you to specify a path to the file with the scanned protocol/clamp:

OO |+ Computer + Local Disk (C:) ~ test_line ~ testing ~ pure_blotine + &2 [s-o )
Organize v fiiViews v | New Folder @
Favorte Links _MNeme - || Datetaken|+| Tags |+| Sze || Rating Tl =
[ Documents m mn T m m ||
% Dropbox =
%] Recent Places [ ane.BLOTL... ana.BLOT-L... anaBLOTL.. anaBLOT-L... anaBLOT-L... anaBLOT-L
B Desktop -
% Computer - - -
B Pictures I mn i i I Ju |
B tuse :
(5 Recently Changed bom_of_igg.... bom_af igg.... bom_af_igg.... bom_af_igg... bom_af_igg.... bom_af igg.... bom_af_igg..
IR Searches
I Public = — T = = —
m D | ]
bom_af_igm.... bor_af igm.... bom_af_igm.... bor_af igm.... bom_af_igm.... bom_af_igm.... bom_af igm...
Folders -~ ; H
File name: [ana BLOT-LINE defaut 0 =] [spEGfies =
s
Z
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You can use one of the following options to direct scan: .. Immuncblot Software

File Edit Help File Edit Help

.Opeﬂ Cirl+0 . 1 B =
C) Select File —Scan in the Menu £, Scan ‘ sl & . ‘ H & - &
D) Click on the Scan icon (scan image) in the Tool bar ﬁ D

=]

&

&

-]

[

Quit AlFa

If the protocol/clamp has been scanned successfully, the image is displayed in the Scan field (E) along with the text “Scan has not been
saved” in the Low bar. When opening the image from a file, a path to the file is displayed in the Low bar (F).

. Immunoblot Software (&[]

File Edit Help
e E—

Protocol type - . G 2 [\ = ‘ o

TEST-LINE arau <Ebins oz 1210t 2o, 2120 10
PROTOKOL 5 VYOBRAZENIM VALIDACNIHO STRIPL
FROTOCOL WITH VALIDATION STRIP

BLOT-LINE ANA

Fill | 100% 100% - +

1]
I

Bl 00% 5% - LRGN F

Loaded image: C:\test_line\testing\pure_blotline\ana.BLOT-LINE default 6 jpg

P IMMUNOBLOT BLOT/BLOT-LINE MODE - SELECTING A TYPE OF THE PROTOCOL, THE TEST AND THE LOT

The program in the Immunoblot mode allows you to process two types of pro-
tocols. First, you need to specify whether you evaluate a protocol type BLOT or - ‘ o ™
BLOT-LINE which allows drop-down menu Protocol type (A) in the Toolbar. BLOT

BLOT-LINE ﬂ'l

After selecting a protocol type you can select a kit type. This can be done in the
drop-down menu Protocol name (B) in the Tool bar. You cannot select the kit
type without first selecting the protocol type.

BLOT-LINE ~  Protocol name -
— D |
Since version 1.3 of the Immunoblot software, there are now available QR vari- """ & ;:j:::';;‘::gﬁ
ants of protocols (C) in addition to classic BLOT-LINE protocols known from previ- Z22ZNTRE  Borwelia garinil gG

E ANA Borrelia garinii IgM

ous versions. Differences between classical and QR variant are as follows:




1) The performance of the Conjugate control is defined for QR
variants of protocols (see chapter Details of the analysis — Conju-
gate control).

2) QR variant of protocol contains QR code (D) in the upper part of = Q-Borrelia garinii lg!
a protocol, which allows automatic kit detection. % BLOT-LINE S5 torelaHGhleG
|

TestLine s.r.o. KlZlkova 68, Brno 612 00, tel./fax. 541 243 390 QR-Borrelia afzelii |gM

PROTOKOL S VYOBRAZE QR-Borrelia afzelii IgM
PROTOCOL WITH | QR -Borrelia garinii lgG

~ _ Bom

QR-Borrelia/HGA Igh

In the case of scanning / opening a protocol with a printed QR code, the program automatically chooses the Protocol type (A) and the
Kit type (B). If automatic loading for some reason (damaged QR code) fails, continue with the selection of the protocol type and the
kit type as in previous versions of the program (B).

ATTENTION: In the case of a manual choice, after loading protocol with QR code (D) select always QR variant of the protocol (C)!!!

Strip lot selection depends on the type of a processed protocol (BLOT, BLOT-LINE).

In the case of the protocol type BLOT, the Tool bar displays drop-down menu Strip lot (E) with a selection of available lots in the sys-
tem. If a strip lot is not available in the system, it can be downloaded from the website of the company TestLine or imported from CD.

As for the protocol type BLOT-LINE, the Tool bar displays a text box (F), in which it is possible to write the lot number. Lot identification

is not mandatory for BLOT-LINE protocols.

Borrelia afzeln =  Sinp Lot * |

|mpart .
ANA v ANoTEI g @
default
126223
152262 ﬂ
D BlueDiver MODE - PLANNER AND SETTING KITS

Since the BlueDiver mode allows the evaluation of several types of kits at one time, the upper bar with the choice of the type of kits
is not active in this mode. Instead of it there is the Planner in the Evaluation field. This component allows you to assign types of kits
to different groups of strips.

Planner

ﬂ TB E Negative Control
Sample
TA TA150214 Sample B °

(=T = T = "R W N S VI T

TA TA150214 Sample
TA TA150214 Sample
TA TA150214 Sample -
r
10 TA TA150214 Sample
11 TA TA150214 Sample
12 TA TA150214 Sample
13 TA TA150214 Sample
14 TA TA150214 Sample
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The Planner is divided into several fields:

Strip table (A) — each row corresponds to one position in the clamp. In the table, it is possible to select one or more active rows
to work with.

Kit selection (B) — displays a list of available kits.

Type of sample selection (C) — allows you to choose whether the strip at the appropriate position corresponds to the sample of
a patient, positive or negative control.

Test selection (D) —if the kit allows to perform more tests on a strip (differential diagnosis), the user can specify in this part of the
Planner, which tests are to be analysed and which are not.

Process of planning:

The BlueBLOT-LINE strips contain two-dimensional barcode (A) (DataMatrix) which
allows the program to automatically assign a kit to each strip. After scanning the
clamp, the Planner will be prefilled. However, the user can change prefilled layout of
strips and methods. This may be necessary, for example, when the identification
code on the strip is illegible. When manually assigning a kit to a strip, proceed as
follows:

Planner | TA

[F=T =< R R PR W) [ SR WV

=
B =

vk wnN R

- TA Positive Contro
ﬂ ETB Megative Contro

TA TA150214 Sample E ® Sample

X Validity

X IgG Control

W X Diagnose

TA TA150214 Sample
TA TA150214 Sample .
TA TA150214 Sample E
E TA150214 Sample Clear
TA TA150214 Sample
TA TA150214 Sample
TA TA150214 Sample
TA TA150214 Sample

In the strip table, mark a strip by clicking or by dragging mark of a group (A).

In the list of available kits, choose a required kit (B).

Choose a type of a sample (C); eventually use checkboxes (D) to activate/deactivate individual tests within the chosen method.
Click on button Set (E).

Selection/settings can be cancelled by clicking on the Delete button (F).




1 TE Sample - TA Positive Contro
2 TB Sample TB Megative Control
3 TA TA150214 Sample & Sample

N B X Validity

F X IgG Control

[ X Diagnose

/ TA TA150214 Sample

- TA TA150214 Sample —
¢ TA TA150214 Sample

10 TA TA150214 Sample E Clear
11 TA TA150214 Sample

12 TA TA150214 Sample

13 TA TA150214 Sample

14 TA TA150214 Sample

The image demonstrates a situation where kit TA was chosen for the first two strips while kit TB was chosen for the remaining strips.
In case a kit is not specified for a strip, the strip will be ignored.

In addition to automatic assignment of the kit type from the codes on strips, the program also recognizes a batch and automatically
fills it in the Planner (G).

B RUNNING THE ANALYSIS

After selecting all the criteria you can start the protocol analysis by clicking on the _
Starticon (A) in the Tool bar. Starting the process of analysis is common for the Im-
munoblot mode and for the BlueDiver mode.

AND78311) @ | Performed by
START

Then you must fill in the text field Performed by (B) in the Tool bar. The name you
provided will also appear in the printed and saved documents.

i@ | Performed by | Lab ﬂ
The Performed b'y field must k‘)e fl'lled in. The program demands you to enter your ] :_ Pedf ™ |
name (C) otherwise the analysis will not start. hd
Enter your name

Cg

Ok | Cancal |
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The protocol analysis will take about 2-15 seconds de- &=
pending on the capacity of the computer. The analysis 1 =
consists of several steps which can be followed throu- m
ghout the process. Firstly, a location in the protocol | ° = — : S -
where the strips are fixed is set. The location is shown =
in sharp contours in the displayed protocol (D). Then in-
dividual strips are located and framed in yellow colour
(E). Finally, the analysis is performed and the results are
displayed in the Analysis field (F) as well as in the Eva-

luation table (G).

P PRINTING THE RESULTS AND SAVING THEM AS PDF
When the analysis is finished, you can view the results in detail (see Details of the Analysis).
You can choose between two types of evaluation documents. The Summary results protocol consists of evaluation of all antigen bands

of all processed strips but it does not include some detailed information which can be found in the Test (X) results for each particular
strip. Both types of documents can be directly printed, or they can be saved as PDF.

You can save the Results a5 PDF using one ofthe ollowing
options: File Edit Help File Edit Help

f& Open = [~ @ ‘ |§] @ ~ AB ~ | BLOT-LINE
y | [k &=
A) Select File —Save Summary results as PDF / Save Test | Eu Scan
(X) results as PDF in the Menu Load descriptions

B) Click on the icon Save Results as PDF in the Tool bar

. Save Summary results as PDF

168, Broo 612 (X 2 E Save Test (X) results as PDF
KON & VVORR. *

] Saveimags

& Print Summary results
& Print Test (X) results

=] Save Summary results as PDF
E] Save Test (X) results as FDF

Quit Alp+F4

L] I I
A similar procedure is used for direct printing.

File Edit Help —

& Open Cie0 -~ A - | BLOTLNE v
You. can print the Results by selecting one of the following £, Sean &, Pint Summary resus - =
options: L od descriptions T 8, Print Test 09 resuls

uin Pt
C) Select File — Print Summary results / Print Test (X) -
Results in the Menu B Saveimage

D) Click on the Printericon in the Tool bar & Print Summary results

& Frint Test (%) results
E] Save Summary results as FDF
g] Save Test () results as POF




P SAVING THE SCANNED PROTOCOL/CLAMP

The scanned protocol/clamp can be saved for further

archiving. You can do it in two ways: File Edit Help
& Open Cirl+0 -
A) Select File/Save image in the Menu L Sean

B) Click on the Save image icon in the Tool bar Lond descriptions

[ Saveimage
& Print Summary results

& Print Test (¥) results
Ei Save Summary results as FDF
[ Save Test (X) results as PDF

Quit Ali+F4
P EXPORT TO THE LABORATORY INFORMATION SYSTEM

The Immunoblot software allows you to export | : M=

results to the laboratory information system || Genesl | etk | LS | Scamer | File Edit Help

(LIS). After carrying out the analysis you can crea- | Ewetiols o & Open Ctr+0
. . . Export path [Clex []

te an export XML file which can be imported to : :

E Scan
the LIS. To export to a XML format, you must set

an export directory in the program (the LIS will Load descriptions
then adopt the analysis results from the export |
directory, which must be set correctly in the LIS !

. . I Save imags
as well). You can set the export directory in the
Immunoblot software settings using the Export & Print Summary results '
to LIS (A). First you must enable the export by &, Print Test () results

ticking the option (B) and then you can specify

Ei Save Summary results as FOF
the export directory (C).

Ei Save Test (X) results as FOF

When the export directory is set, you can create Exportto LIS ﬂ_i
an export XML file in the File — Export to LIS menu o] [ ey | | Conce Quit =
(D) after finishing the analysis.
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d ANALYSIS DETAILS

P IMMUNOBLOT MODE - SELECTING ANALYSED STRIPS

When analyzing only some of the strips, you can select them in the Scan field by clicking on the yellow border of the strip (A, C). If the
strip is:

1. highlighted by a full yellow frame (A) — the strip is marked and the result of its analysis is displayed in the Evaluation table (B).
2. just outlined by a yellow frame (C) — the strip is not marked and the result of its analysis is not displayed in the Evaluation
table (B).

The unmarked strips will not be evaluated.

. Immunoblot Software (&) x]
File Edit Help

BR(ER-&-

e ANA

168, Bima 612,00, vl . 541 243 390 Q

JKOL S VYOBRAZENIM VALIDACNIHO STRIPU
PROTOCOL WITH VALIDATION STRIP

BLOT-LINE ANA

Performed by  Lab

BLOT-LINE ~  ANA ~  ANA ~  ANO78311 ‘@

- I~ o =3 o N 2 = |« o e o
s E[h2 KB 3 I A el A 5
< |5 |E Z =z |2 £ | &u.z ®
ol |2 2
o 2l !

i |

Rl (100%  72% |- I

6 & 033 : 3 034 046 042
|7 Negat o 038 033 2 : 039 039 039
10 Negat & 033 039 047 041 033 045 057 05 031 043 047
|13 Posin o 033 03 9 039 039 039 9202 6622 7850 4660 039 1178 039 039
15 Positiy & 033 033 033 033 7508 13341 033 4419 8581 15634 039 033 049 033 0339
Cum T Py : = ||he Negai @ 033 051 043 05 048 027 035 032 03 031 039 03 039 039 03
[vlafalals]efr]slofmw|ulualulwlslw]in]wlw]n |
8 T T 1 0 e 0, 10 . X (Y 20 e Y S Z

Loaded image: C:Mtest_line\testing\pure_blotline\ana BLOT-LINE default 6 jpg

You can view a detail of any marked strip in the Analysis field (E) by clicking on the corresponding band in the table (D). Intensity curves
of individual antigenic bands and their descriptions and positions are displayed for a selected strip. A strip with a currently displayed
detail is highlighted in yellow colour in the Evaluation table (D) and its frame is shown in bold in the Scan field (F). You can also change
the currently displayed detail of the strip manually by using the UP (") and DOWN (/) cursor keys.




P IMMUNOBLOT MODE - EVALUATION TABLE

The evaluation of antigen bands is shown via numbers/symbols in the Evaluation table or graphically in the Scan field. Appearance of
the Evaluation table in the Immunoblot mode and the BlueDiver mode is different. The BlueDiver mode will be described at the end
of the chapter.

Explanation of labels, numbers and symbols in the Evaluation table:

o ol M 60e 03 005 oos WP t0ase
6 P:;ﬂ 104 010 090 276 ﬂ 0.34
Sample 2 Positn W 6.97 g 73 481 ¥ 424 519 ] 16.23
10 Posifi o 070 053 079 126 6311 1303
13 oK Borde op 038 312 060 777 150 009

000 000 D000 005 5287 1086
029 035 032 031 038 031

15

i A

A) Number — strips are arranged in the protocol from left to right.

B) Description — a short text which can be used to mark the strip. The text will also appear in the Results. Descriptions of strips can
be prepared in advance, they can be saved and loaded (see Saving and loading decriptions).

C) Strip —aview of the strip for better orientation in the results. The view of the strip can be switched off (see Program settings).

D) Analysis — can indicate possible problems in the course of the analysis.

E) Test name —the interpretation of the test/tests results.

F) Validity —indicates whether the Control line has been located correctly in BLOT-LINE protocols.

G) Band evaluation — percentage value of each antigenic band intensity. In some cases, this information is replaced by a symbol
(see Band evaluation).

B BAND EVALUATION

A) Negative bands are displayed in green colour (percentage value of the band

RO
intensity). "002

B) Border bands are displayed in orange colour (percentage value of the band 10914
intensity).

C) Positive bands are displayed in red colour (percentage value of the band = L) e ohe
intensity). 449 1831 TQ 1330 6357 1570

D) Band that does not match criteria of evaluation is marked with a green X [X]. It e X X X 1610
is usually a band that cannot be distinguished from background of the strip. 123 . 0.65 158 o071 132

E) Bands manually excluded from the test (e.g. dirt on the strip, scanner etc.) are @ ﬁa 2 2 2
assigned a dash [-]. 0.3 020 042 000

@
.1&.24 {
F) Bands considered suspicious by the program are assigned an exclamationmark 031 12 35 105 6794 1356
[']. The program recommends you to check whether they have been correctly
evaluated. If they have not been correctly evaluated, exclude them manually
from the test.
G) If the strip is mechanically damaged (it is torn or too short), all the bands are
assigned a [@] symbol and this strip cannot be evaluated.

In all cases listed above, you can view additional infor-

026 043 0.00 008 519y 1623 §i1239 6238 1530

mation concerning the evaluation by placing the mouse 5 099 6720 1326 103 863 784 AR m 61w lad
cursor above a given symbol. A small question mark (H) ® (Band excluded from tests}, .~ e  H—a—n =
appears beside the cursor and the program displays 6311 13034 266 10501 11178

a small text field near the cursor.

Immunoblot Software




B STRIP DETAIL

After finishing the analysis you can view a detail of a specific analysed strip in the Analysis field. The detailed view of the strip can look

like this:
o D cl
5 - I~ o <o | N o |n Of t o lols

11 e s N2 ke B 2 B |- zlr |[E|E *I5

g o IZE [Z= | o @ O

2 d il W 7] 7} 1= =

- kY ’

Sal B e A AL e S b bl A A l Sl T A A e St
ERASRARSST SRS MMM ARMMARNR-"RAN [ PoSRSRASAST"

Fill . 100% 72% |- +

A) Strip image — position on the strip corresponds to a display of individual bands in the intensity curve.

B) Interpretation of the test/tests results — coloured circle/circles indicate diagnostic classification of the strip according to individual
tests. Red = positive result, orange = borderline result, green = negative result.

C) Band view and evaluation — green = negative or unsatisfactory band, orange = borderline band, red = positive band, black =
manually excluded band.

D) Startline —aline where an analytic area of the strip begins. Positions of all antigenic bands are related to this specific line.

E) Scale —shows a position of each band in relation to the Start line.

The detailed view of the strip also allows you to manually include or exclude each band from the test. To exclude a band from the test
you must place the mouse cursor above the given band in the detailed view of the strip. The cursor changes into a hand symbol (F) and
after clicking on the band a dialog box will appear which allows you to exclude the band from the test (G). The excluded band will be
displayed in black colour (H) and a dash [-] will be assigned to it in the Evaluation table. Excluding a band from the strip means a new
evaluation of the whole strip will be performed and the interpretation of the test results may change.

Inseraity
S PPN A PO

CENP-B: Exclude band from test evaluation?

The excluded band can be included in the test again using the same
procedure.

Interemity

,l:-Conﬁnn

CENP-B: Include band in test evaluation again?

[ Yes | N |




B START LINE

The Start line and its correct location are vital for correct evaluation of the strip. The Start line is displayed in blue colour in the detailed
view of the strip. If the band is not correctly located, you can correct its position manually. If the Start line is not found, the program
informs you about the problem (see Start line not found).

T o R

Manual shift is possible after positioning the cursor on the Start line. The cursor changes into horizontal arrows (A) and a short instruc-
tion to move the band (B) appears. You can move the band to a new position by clicking on it and dragging it. After moving the Start
line a new strip evaluation is performed.

By moving the Start line you accept responsibility for a Positi, 1.04 0.10 0.90 216 I
potential change of the test evaluation. The change is in- @ ) ) ) _ _______

dicated in the Evaluation table (C) and in the Results do- Positn @ B .97 ¥ 1.73 B3N L :4 L] H
cuments. Positih g# 1001 §2001 858 y 58

Start line position has been adjusted manually
i

L

P CONJUGATE CONTROL

The analysis of the Conjugate control is available in ver-
sion 1.3 and above, namely for QR variants of BLOT-LINE
protocols (see chapter Basic protocol processing — Proto-
col, test and lot selection). If the user selects/loads this
type of protocol, a new field will be added into the Evalua-
tion table — Conjugate control (A).

Strips with the Conjugate control contain, besides the Control line, also bands
corresponding to relevant conjugates (IgG, IgA, IgM). These bands are indicated in
the analysis in the same manner as the diagnostic bands (D), but just as the Con-
trol line, are not recorded in the Evaluation table. The outcome of the Conjugate
control is shown as valid (B) or invalid (C).

Intensity
IgM Control
1gA Control

Immunoblot Software



B CONTROL LINE

The Control line plays an important part in the BLOT-LINE
protocols. Its intensity is crucial for correct determination

of the intensity of all analysed antigenic bands. The Cont- Positi 10.01 E‘ 20.01 858 EI 2284

rol line must be correctly located. An incorrect location is ]
rol , A y Negat g 004 010 040 021
indicated by a cross (B) in the Validity column of the Eva- -

luation table. Correctly located Control line is assigned Posi 070 053 079 124
a tick symbol (A).

P BlueDiver MODE - EVALUATION TABLES

In the BlueDiver mode, the program allows evaluation of several kits simul- o —a
lanner

taneously. Since the kits differ in the number and type of lines, it is no longer

possible to summarize all the results into one table. The program solves this " @ < B

situation by using more tabs. 5 @ & 353 118 157
8 y v 235 275 157

After the analysis several tabs appear next to the Planner in the Evaluation | W o 392 078 157

table. The number of the tabs corresponds to the number of used kits. - L4 L4 29 D 4E

The tabs are identified by kit abbreviations. A table in each tab displays all £ v v DR
12 y v 196 157 118

the strips which have been analysed by the kit.

Essentials of all tables are same as in the Immunoblot mode (all marks, colours and symbols have the same meaning). If there has not
been a kit assigned to some strips in the Planner, the program ignores those strips and they will not be found in any of the tables. The
program will not highlight those strips in a Scan field (A).

Immunoblot Software =)

File Edit Help
: E @ E] IE - é i [{BucDveg - - \ g Performed by  Lab _

Validity o IgM Control o

eference
control.igm
p4l_bs
p39_ba
ospc_bs

Intensity |
dbpa_pl7_bg

4 apaplasma_p44

Fil | (100% 289% |- -
iv Planner ]Wm

3 o @ & 2755 078 1% 157 039 078 314 549 118 118 =

7 < & 353 118 157 157 157 157 235 392 157 314

8 v & 235 275 157 157 078 235 118 1% 235 078

o v & 392 o7 157 15 118 118 235 039 078 235

10 & & 275 1% 275 35 15 078 157 118 19 196

11 < & 470 157 118 157 235 1% 157 078 118 19

12 v & 1% 15 118 235 078 118 078 157 275 118

13 Q o 471 275 19% 275 078 118 314 706 275 5

14 v « 19 118 235 235 118 235 353 118 431

15 v o S8 118 078 1% 039 078 118 43 078 157

16 « & 235 118 314 235 19% 235 157 118 275 196

17 g o 314 118 157 118 235 43 431 6§ 157 19

19 v & 314 235 078 078 078 078 078 039 039 196

|| o v & 275 078 038 15 039 039 118 157 118 118
21 v & 235 078 19% 275 118 118 15 35 157 235

Fil | [100% 90% |- . ‘ y

Loaded image: C:\Devef\data\ti\blots\dtek-600\igM1.jpg




P SUMMARY RESULTS AND TEST (X) RESULTS

You can save and print two types of Results documents —summary or individual.
The Summary results protocol includes all analysed strips and their evaluation.
The Test (X) results protocol includes detailed information of an individual strip.

The Summary results protocol includes:

A) Heading with lab identification

B) Protocol type and kit type

C) Lot, date and time of the process, and user identification

D) Table of strip images

E) Table of band evaluation and general results of individual tests
F) Analysis notes

G) Footer with the path to the saved protocol scan

The Test (X) results protocol includes:

A) Heading with lab identification

B) Protocol type and kit type

C) Lot, date and time of the process, and user identification

D) Detailed image of the strip showing the intensity of each band and the
intensity curve of the bands (like in the Analysis field)

E) Table of detailed evaluation of each band and general results of the strip

F) Identifications of detected antibodies (if defined for a given kit)

G) Disease association (if defined for a given kit)

H) Analysis notes

1)  Footer with the path to the saved protocol scan

J)  Serial number of the strip

K) Sample label

TestLine Clinical Diagn
KFitikova 68

612 00 Bmo

Tel.: +420 541248 311
TelJFAX: +420 541 243 390
IC: 47913240

DIC: CZ47913240
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You can select strips for generating individual Test (X) results. Use Print test (X) results or Save EELE =] O[]
individual test results as PDF to open a dialog box (L) where you can select individual strips. Select strips for Test (X) results
[V Select / Unselect ll

.

O = o W Rk

=]
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15
16
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13
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/ PROGRAM SETTINGS AND UPDATE

Functions of certain parts of the program can be customized according to your needs.

P PROGRAM SETTINGS

The program settings can be found in the Menu Edit — Settings (A).

| w | tols | Scanner” | I
Select an item to display a window with settings. You can choose between General (B) %ﬁﬁ English =
and Network (J): logt N

Config file “confighoonfig xml [
Show strip image in Table »
C) Language —you can change the language of the application. Allow panel resizing w

D) View strip —you can switch off the view in the Evaluation table to make this area ?:?PDF#W"Q r

more clear.

E) Panel size — you can change the size of the Protocol field, the Analysis field and E
the Evaluation table.

F) Labinfo—you canidentify the lab which performs the examination. This informa-
tion will be displayed in the heading of final Results documents.

G) Automatic opening of PDF —saved PDF files will appear in a set browser.

H) Export to LIS —allows you to export results to the laboratory information system.

1) Scanner calibration — allows you to calibrate the scanner.

Ok | ‘ool | Cancel

The Network settings also allow you to set a website for downloading program updates.




B LOT UPDATE BT
File Edit Help
. . . . . E Import Lot Strip Lot - | @
If the lot of the analysed strips is not available in the system while processing BLOT Update Blots 5 = =
protocols, you can download it from the web or import it from the CD. The lot can ‘ — — | default E
. . . A%, | al 2012434
be imported in the following way:

[ ]
A) Select Edit — Import Lot in the Menu
B) Select Import... in the Lot drop-down menu -
Strip Lot ﬂ
The dialog box Import lot allows you to enter a source and a number (C) of the lot to be
imported. The source can be the CD (D) or the website (E). You can change the website e ﬂ
used for importing the lots in the Network settings.

The program will inform you whether the operation was successful (F), or failed (G): Cancel

If the lot was imported successfully, it can be BT 3|\ Ermor B

immediately selected and used in the analysis. .\:, Lot imported succesfully ﬂ ,:.f_.\;, File download failed E

® KT UPDATE
File Edit Help

You can update kit type by selecting Edit — Update Blots (A) in the Menu. A dialog box appears where IE Import Lot =

you can select the update source. Update Blots -
| Settings ”

Click either from File (CD) (B) or from Web (C) and a list of available kits NET=S (o]

will appear (D). After selecting a kit (E) and clicking on the OK button (F) | ustetom: om Fie mﬁ
EBLOT-UNE Chlamydia trachomatis lgi

the program WI” Import the klt. BLOT-LINE  Chlamydia trachomatis IgG 1.0

Blot BLOT-LINE  Treponema palidum IgG 11

The program will inform you whether the operation was successful or fai-
led. If the kits were imported successfully they are immediately available in
the Tool bar and can be used in the analysis.

Text BLOT-LINE Borrelia afzelii IgG 1.0
Text BLOT-LINE  Borelia afzelii Igh 10
Text BLOT-LINE  Borrelia garinii lgG 10

BLOT-LINE  Borrelia garinii lgM 10

X X X X X X X X X
g

BLOT-LINE Chlamydia trachomatis lgA 1.0
Text BLOT-LINE  Chlamydia trachomatis IgG 1.0

B SAVING AND LOADING DESCRIPTIONS o cance

You can describe individual strips, and save and open the descriptions. Such procedure can be helpful, for example, in situations when
more than one examinations are assigned to a patient. Strip descriptions are filled in in advance and saved in a file. Then you can just
open them from the file for following analyses.

File Edit Hel
A)  Strip descriptions, filled in in advance by a user. T Pokus v :0.33:1 .
B) Tosave descriptions select File — Save descriptions in the Menu i Q £ Sean
and specify a path to the file where the descriptions will be ssmple 3 ﬂ =
4 Lozd descriptions
saved. 5 Y
C) Toload descriptions s<.elect File — Loqd c?escrlp'.uons in the Menu pokus 6 y B Saveimae
and select a source file. The descriptions will be loaded and 5 7
displayed in the Evaluation table. 8 ¥

In the Bluediver mode, the program allows to fill in descriptions
(patient ID) in the Planner. Loading and saving of these descriptions
from/to the file works the same way as in the Immunoblot mode.

o e e

Quit Ale+F4
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4 COMMON ISSUES

B START LINE NOT FOUND (BLOT/BLOT-LINE PROTOCOL)

If the Start line of a strip is not found, antigenic bands can- startline has not been found. Shift Start line manually.

not be properly located and the test will not be correctly ﬂ
evaluated. Such a problem is indicated in two ways — by
a text information in the Analysis field (A) and by an excla-
mation mark (B) in the Analysis column in the Evaluation
table. The strip is automatically marked as non-assessable
and all its bands are displayed in black colour. In such case

you must place the Start line manually into the correct ﬂ — =
Psih 8 06 © © o © e o ®

Jo-1
PL-7
PL-12
PmScl
CENP-A
Scl-70
Ro52

L:
RPN-A
'N-C
RNP-68
SmB

position. The Start line of BLOT-LINE protocols must be
positioned on the red stripe near the upper margin of the
strip.

B CONTROL LINE NOT FOUND (BLOT-LINE PROTOCOLS)

Usually the Control line of BLOT-LINE strips is not found ‘ : - ’ e _ S
when the Start line is not found or is incorrectly located. ; :;:l Postn %X . 017 015 021 000 000
Such problem is indicated by a cross in the Validity column 2 Posith g 3 311 216 193 188 153

in the Evaluation table (A). You can usually solve the pro-

blem by moving the Start line to a correct position. However, if the Start line is located correctly, you can usually solve the problem by
resetting slightly its position by approx. 0.5 mm.

B UNABLE TO SCAN

When scanning of the protocol fails, the program will report the failure. In such case,
you must contact a system integrator. The scanner has not been correctly installed in
the operating system and the program cannot detect it.

P UNABLE TO DOWNLOAD UPDATES

When the Kit update or the Lot update from the web fails repeatedly, there may be e (=1
a problem with Network settings. Check settings of the TestLine web address = ™ | Metwork | Exporttolis
(http://testlinecd.cz/data/immunoblot) used for update importing (A). If the web address | === [ e )

is entered correctly but the problems remain, contact a system integrator to check the oo

= Use Proxy system ssiting:

proxy server settings (B) in the Network settings. = Fmv"ﬂ"ua'ﬂ"w
meysewetadd‘els

B NOT LOADED QR CODE

In the case of scanning/opening a protocol/clamp with printed QR code, the program
automatically chooses the protocol type and the kit type. If automatic loading for some
reason (damaged QR code) fails, continue with the selection of the protocol type and the
kit type as in previous versions of the program.

ATTENTION: In the case of a manual choice, select always the QR variant of the protocol T | | el
after loading protocol with QR code!!!
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