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FOREWORD

In order to provide maximum performance at all times, users of this software must become

acquainted with the warnings given in this instructions for use.

Responsibilities of SEBIA:
SEBIA may only be deemed responsible for consequences on the software’s reliability and

specifications if the software is operated in accordance with the instructions herein.

The suggestions provided by the software are designed to help the interpretation, and are dedicated

to the laboratory. These suggestions are only indicative.

WINDOWS® is trademark of Microsoft Corporation.

This software program and the present instruction manual are protected by Copyright Law and
International Treaties.

Instructions for use printed on paper are available from SEBIA Technical Service.

Instructions for use printed on paper are available from SEBIA Technical Service.

In an instruction for use, every modification from the previous version is written in red.

IMPORTANT: every previous version must be cancelled.
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PRINCIPLE

NEUROSOFT SEBIA software is based on neural network which aims to provide help to the operator
when interpreting migration patterns analysed in PROTEIN(6) program with CAPILLARYS automated
system.

CAUTION: NEUROSOFT SEBIA is not intended to confirm the interpretation of patterns.
NEUROSOFT SEBIA is designed as a support tool to provide the physician additional
information in classifying patterns as normal or pathologic.

The neural network allows the software to «learn » to discriminate a normal fraction from an
abnormal fraction, according to fractions from the reference database.

PLEASE NOTE: the interpretation algorithm was developed for migration patterns containing 6
fractions, therefore NEUROSOFT SEBIA cannot make interpretations for patterns with a
different number of fractions.

NEUROSOFT SEBIA is designed to provide automatic discrimination of morphologically normal

patterns from abnormal ones.

Automatic prediction allowed by NEUROSOFT SEBIA software is designed to:

- automatically analyze and classify the migration patterns (2 clusters are available: normal and
abnormal),

- standardize the validation process in order to reduce the subjectivity factor of human analysis,

- drastically reduce the time took by the analysis (more than 200 analysis in less than 2 minutes),

- provide help to the operator when analyzing profiles.
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3. INSTALLATION

Contact the SEBIA Technical Department.
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DESCRIPTION OF THE « INTERPRETATIVE AID » MENU

Before running PHORESIS software, insert the USB key provided by SEBIA. This will add the menu
« Interpretative aid » to the PHORESIS software which can be seen only from PROTEIN(6) analysis

technique.
File ‘worllist Edit Curve Search Database Host  Capillarys B Utilities  Window  Help

@ | @ 4 @ | & Review abnarmal curves... @ B | - PROTEIN(E) 6
@@ > J£ & e - . EEEETSTOEEE

Delete suggestions. ..

Inkerpretation rules. ..

Rebuild reference database...
View reference database

4.1. FUNCTION REVIEW ABNORMAL CURVES

This function allows the operator to visualize the curves labeled as « abnormal » by
NEUROSOFT SEBIA.
File ‘Worklist Edit Curve Search Database Host  Capillarys ROl i i

b | - PRUTEIN(E!E

2N AT AA YT

CAPILLARYS
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FUNCTION MAKE SUGGESTIONS

Fle Workist EditCurve Search Database Host Capilarys BQUIGIEeMebN Utilties Window Help

@%@ $@|w@%§| PRUTEIN(E!E

Delete suggestions. .

Interpretation rules...
Rebuild reference database...
Wiew reference database

The function “Make Suggestions” results in the analysis of curves that have been selected by

the operator
When selecting this function, the following dialog box will be displayed:

= Interpretative aid: make suggestions

~Sample selection

Fram sample number I 2

To niurnber 331

Progr
Tokal samples = Timefsample =
Processed samples = Mormal samples =
Skipped samples = Abnormal samples =

] e |

After the sample range has been selected, in the field “Sample Selection”, click on the

[~ Beep after each suggestion

“START” button. The analysis of the selected curves begins and a new section (Log) is

displayed in the same dialog window.

% |nterpretative aid: make suggestions

—Sample selection

From sample number I 2

To nurmber 331

~Progression...
Total samples = 330 Time/sample = 0,7 5
Processed samples = & Mormal samples = &
Skipped samples = 0 Abnormal samples = 0 (0%}
2 %
~Log

[ Beep after each suggestion STOP |
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Section « Sample selection »:

Data range to analyze.

Section « Progression »:

Progression of the interpretations.

Section « Log »:

In this section possible warnings after analyzing the curves are displayed.

Icon « Beep after each suggestion »:

A beep will be emitted after each suggestion.

When the analysis is finished, an icon will be displayed on the curve mosaic window to show

the suggestion:

®

Wy Fle workkst EdeCuve Sewch Datebate Howt Copllarys Insvpretatve sd LRtes  window Help

COoWD @SQ 2o HERD Yy
DIO3TIT 0103703 n1n03aa1 01003776 01004157 1 2! 4 01003556
- _
ZEIEO400 s 01004 PEIROAT 3100020 ATIO0ET AF1MO06ET PEIROT
0921 nIM3TIa ninn3458 A3NM056E A3190057 A31W054 0100390 A3000120

33190025 33900111 33190066 33190062 01003906 33190068 33190064 01003570

TR0 T 0191 1 2 Ex 0115 TI101 T4 ETTIET

33110195 330LTF 01003519 33110192 01001255 01004018

The icon Il means that the curve does not show any abnormal fraction.

The icon n means that the curve shows at least one abnormal fraction.
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To open the curve review window, click on the curve:

Minimum mode 0.0, Mode

¥ scale

= z . _ _ Full @

56,4 44,00 o
' ! Mo 4.4

45 3,512 ki atiable
83 6,34 [ P6 |
5,8 4,52
44 343
200> 150>

Reagents Interpretative aid

Alburnine ————— @

Aloha 1Ic————

Aloha 2——— (=]

Beta iIC————

Beta 20— '.'

{5 arore s — -
Al Ratio 2

e I ||

= — 0] t]z|3]4]s
4] A |Previous  Mext B | M IEIE L LEIQC I 0.D. = g—— =
moath curye

In the “Fraction values” section, fractions displayed with an orange background are identified
by NEUROSOFT SEBIA as abnormal (in this example the Gamma fraction).

The “Interpretative aid” section displays a measure of the “abnormality” of a fraction in orange.
The longer the orange area (bar) appears, the more the morphology of the fraction is different
from the morphology of a normal fraction. As long as this measure is lower than a threshold
defined in the software, the fraction is deemed to be normal and the measure is displayed in
green. If the measure is higher than this threshold the measure is displayed in orange and the
fraction is deemed to be abnormal.

PLEASE NOTE: a pattern is deemed to be abnormal if at least one of its fraction is

abnormal.

The icon @] allows to remove the measure and to cancel the interpretation of the curve.

. 2 . .
The icon = allows to run a new interpretation of the curve.

PLEASE NOTE: the « Interpretative aid » section now covers the area that previously

displayed the reagents lot numbers. To see the lot numbers, click on “Reagents”.

-9/14- SEBIA INSTRUCTION MANUAL = Euglich



4.3.

NEUROSOFT SEBIA software — 2007/05

FUNCTION DELETE SUGGESTIONS

Fle Workist EditCurve Search Database Host Capilarys [y lNeRers]

ESHOPSA 0 7o |(DEE T

Interpretation rules...
Rebuild reference database...
Wiew reference database

When selecting this function, 2 consecutive dialog windows will be displayed allowing the

operator to enter the range of curves where suggestions made by NEUROSOFT SEBIA are to
be deleted.
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TROUBLESHOOTING

The message « The input file collects a wrong number of minima » may appear when NEUROSOFT
SEBIA is making suggestions, in the “Log” section, if the pattern has not identified exactly 6 fractions.
Insert minima in the pattern in order to have exactly 6 fractions.
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REGULATORY INFORMATION

SEBIA satisfies the following requirements:
e With regard to European Directives the following applies:
- 98/79/EC on in vitro diagnostic medical devices (IVDMD).

e With regard to quality management standards the following applies:

- ENISO 9001 : 2000 - "Quality Management Systems - Requirements",

- EN ISO 13485: 2003 - "Medical Devices - Quality management systems - Requirements for
regulatory purposes”.

e With regard to harmonized standards for EC marking (98/79/EC) of in vitro diagnostic medical
devices (IVDMD) the following applies:

- EN 591: 2001 - "Instructions for use for in vitro diagnostic instruments for professional use”,

- EN 980: 2004 - "Graphical symbols for use in the labeling of medical devices",

- ENISO 14971: 2001 - "Medical devices - Application of risk management to medical devices".
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