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The content of this manual is based on the Software release 4.0.0 and later Software
releases.

This manual is periodically updated. The updates shall be included in the new
releases of the Software.

Information supplied in this manual may be subject to modifications before the
products described become available.

This manual may contain information or references relating to certain
bioMérieux S.A. products, software or services which are not available in the country
of release; this shall not mean that bioMérieux S.A. intends to market such products,
software or services in such country

To request copies of publications or for any technical request, contact
bioMérieux S.A. or your local distributor.

Liability disclaimer

THIS MANUAL IS PROVIDED "AS IS" WITHOUT ANY WARRANTY, EITHER EXPRESS OR
IMPLIED, OF MERCHANTABILITY, SAFETY, QUALITY, ACCURACY OR THE PERFORMANCE OF
PRODUCTS DESCRIBED IN THIS MANUAL. IN ADDITION, THERE SHALL BE NO IMPLIED
WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, NOR NON
INFRINGEMENT OF THIRD PARTIES' INTELLECTUAL PROPERTY RIGHTS.

In no event shall bioMérieux S.A. be liable for any direct, consequential, incidental or
indirect damage or consequence related to, arising out of or in connection with, any
use of this manual and/or its results by the User and/or any third party.

In no event shall this manual be construed as an undertaking of bioMérieux S.A.
bioMérieux S.A. reserves the right to modify this manual without notice and shall
incur no liability as a result of such modification.

This manual is provided for information purposes only.

Intellectual Property

IMPORTANT!

bioMérieux S.A. is the sole owner of copyright, patrimonial rights and any other
intellectual property rights in and to this manual and its content, except for the
potential third parties' rights.This manual and its content are protected under the
provisions of section L.111-1 and following articles of the French Intellectual Property
Code and International Copyright and Author Rights Treaties.

The rights to use this manual granted herein are non-exclusive and limited to the
extent necessary to use the Software and Instrument. In no event shall the Users be
granted any other right to use this manual including without limitation, the right to
reproduce, represent, adapt or translate all or part of this manual by any means
whatsoever without the prior written consent of bioMérieux S.A.

Any use of this manual other than expressly permitted hereunder may be
prosecuted.

USE OF THIS MANUAL CONSTITUTES ACCEPTANCE OF THE TERMS AND
CONDITIONS SET FORTH HEREIN.



bioMérieux, the blue logo, VIDAS, BCI RS232 and BCI NET are used, pending and/or registered trademarks
belonging to bioMérieux S.A. or one of its subsidiaries.

Windows and Excel are used, pending and/or registered trademarks belonging to Microsoft Corporation.
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SOFTWARE LICENSE AGREEMENT

User: No.:
Software: VIDAS PC, BCI RS232 and/or BCI NET Release:
Computer: Brand name:
Printer: Brand name:
Disk player: Brand name:

IMPORTANT!  The use of this Software is strictly governed by the following terms and
conditions.

| — Purpose of this Agreement / Rights granted

bioMérieux S.A. hereby grants, to the User who, by using this manual, accepts a
non-exclusive right to use the Software. The license is personal, non transferable,
non assignable and does not comprise the right to grant sub-licenses.

The User expressly agrees, in its own name and behalf as well as in the name and
on behalf of its employees, agents and collaborators, not to make any copy of the
Software-except one single backup copy for archival purposes- display the Software
on any computer other than the Computer, reproduce, sell, rent, lease, modify,
adapt, translate or otherwise dispose of, all or part of the Software, the equipment,
the user manual and its related documentation.

Specifically, the User agrees not to decompile, reverse engineer or disassemble all
or part of the Software.

Il — Intellectual Property

All intellectual property rights including patrimonial rights, in and to the Software are
and shall remain bioMérieux S.A. exclusive property, subject to possible third party
rights. Consequently, the User is not entitled to copy or reproduce the Software
except as set forth above.

Except as expressly specified above, nothing contained herein shall be construed as
conferring to the User any right, title or interest in and to the Software.

Il — Warranties
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| Provided that this Agreement duly signed is received by bioMérieux S.A. within ten
| (10) business days from the delivery, bioMérieux S.A. warrants that the Software is
| free from defect in materials and workmanship under normal conditions of use during

N three (3) months from the delivery. Should any defect occur during such period,
bioMérieux S.A. or one of its authorized distributors in the country of sale shall

replace the Software provided that the User makes its request in writing together with

copy of the Software invoice and, as the case may be, the defective media.

Apart from the foregoing, the Software is provided "AS IS" and no warranty, whether
express or implied, of merchantability, safety, quality, or fitness for a particular
purpose is given hereunder nor any warranty that the Software shall not infringe
upon the intellectual property rights of any third party.




The warranty provided herein shall apply provided that Software is used under
normal conditions and to the exclusion of any replacement caused by accidental or
willful damage, or misuse of the software or accident whatsoever.

It is expressly understood that, according to this License, bioMérieux S.A. shall not
perform any service related to the training, assistance or maintenance of the
Software unless otherwise agreed upon between the parties through a separate
written agreement setting forth the terms and conditions (in particular, financial
conditions) of such training, assistance or maintenance.

IV — Liability

In no event shall bioMérieux S.A. be liable for consequences related to, arising out of
or in connection with, modifications of Software by anyone other than
bioMérieux S.A.

In no event shall bioMérieux S.A. be liable for any direct, indirect, special,
consequential, incidental or material damage (including loss of goodwill, profits, data
or any other economic advantage) related to, arising out of or in connection with, any
use of the Software and/or its results by the User and/or any third party, including
without limitation, its clients, customers and sub-contactors. User hereby agrees to
indemnify, defend and hold bioMérieux S.A. harmless from all claims, damages,
expenses, suits, losses or liabilities relating to, arising out of or in connection with
User or such parties as well for any action of such third parties against
bioMérieux S.A.

Should this provision be held unenforceable or void, the User irrevocably agrees that
bioMérieux S.A. liability and expenses for all causes shall not exceed the total
amount actually paid by the User hereunder for the software release concerned by
the claim.

V — Applicable Law and settlement of disputes

This agreement is governed and construed in accordance with French Law.

Parties shall make their best efforts to settle any dispute through amicable
discussions. In the event no amicable settlement is reached in the period of three (3)
months after communication of the claim, any litigation shall be held in the exclusive
jurisdiction of the courts of Lyon, France.

Signature and User's stamp:

COPY TO BE RETURNED TO BIOMERIEUX S.A.
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SOFTWARE LICENSE AGREEMENT

User: No.:
Software: VIDAS PC, BCI RS232 and/or BCI NET Release:
Computer: Brand name:
Printer: Brand name:
Disk player: Brand name:

IMPORTANT!  The use of this Software is strictly governed by the following terms and
conditions.

| — Purpose of this Agreement / Rights granted

bioMérieux S.A. hereby grants, to the User who, by using this manual, accepts a
non-exclusive right to use the Software. The license is personal, non transferable,
non assignable and does not comprise the right to grant sub-licenses.

The User expressly agrees, in its own name and behalf as well as in the name and
on behalf of its employees, agents and collaborators, not to make any copy of the
Software-except one single backup copy for archival purposes- display the Software
on any computer other than the Computer, reproduce, sell, rent, lease, modify,
adapt, translate or otherwise dispose of, all or part of the Software, the equipment,
the user manual and its related documentation.

Specifically, the User agrees not to decompile, reverse engineer or disassemble all
or part of the Software.

Il — Intellectual Property

All intellectual property rights including patrimonial rights, in and to the Software are
and shall remain bioMérieux S.A. exclusive property, subject to possible third party
rights. Consequently, the User is not entitled to copy or reproduce the Software
except as set forth above.

Except as expressly specified above, nothing contained herein shall be construed as
conferring to the User any right, title or interest in and to the Software.

Il — Warranties

Provided that this Agreement duly signed is received by bioMérieux S.A. within ten
(10) business days from the delivery, bioMérieux S.A. warrants that the Software is
free from defect in materials and workmanship under normal conditions of use during
three (3) months from the delivery. Should any defect occur during such period,
bioMérieux S.A. or one of its authorized distributors in the country of sale shall
replace the Software provided that the User makes its request in writing together with
copy of the Software invoice and, as the case may be, the defective media.

Apart from the foregoing, the Software is provided "AS IS" and no warranty, whether
express or implied, of merchantability, safety, quality, or fithess for a particular
purpose is given hereunder nor any warranty that the Software shall not infringe
upon the intellectual property rights of any third party.



The warranty provided herein shall apply provided that Software is used under
normal conditions and to the exclusion of any replacement caused by accidental or
willful damage, or misuse of the software or accident whatsoever.

It is expressly understood that, according to this License, bioMérieux S.A. shall not
perform any service related to the training, assistance or maintenance of the
Software unless otherwise agreed upon between the parties through a separate
written agreement setting forth the terms and conditions (in particular, financial
conditions) of such training, assistance or maintenance.

IV — Liability

In no event shall bioMérieux S.A. be liable for consequences related to, arising out of
or in connection with, modifications of Software by anyone other than
bioMérieux S.A.

In no event shall bioMérieux S.A. be liable for any direct, indirect, special,
consequential, incidental or material damage (including loss of goodwill, profits, data
or any other economic advantage) related to, arising out of or in connection with, any
use of the Software and/or its results by the User and/or any third party, including
without limitation, its clients, customers and sub-contactors. User hereby agrees to
indemnify, defend and hold bioMérieux S.A. harmless from all claims, damages,
expenses, suits, losses or liabilities relating to, arising out of or in connection with
User or such parties as well for any action of such third parties against
bioMérieux S.A.

Should this provision be held unenforceable or void, the User irrevocably agrees that
bioMérieux S.A. liability and expenses for all causes shall not exceed the total
amount actually paid by the User hereunder for the software release concerned by
the claim.

V — Applicable Law and settlement of disputes

This agreement is governed and construed in accordance with French Law.

Parties shall make their best efforts to settle any dispute trough amicable
discussions. In the event no amicable settlement is reached in the period of three (3)
months after communication of the claim, any litigation shall be held in the exclusive
jurisdiction of the courts of Lyon, France.

Signature and User's stamp:

COPY TO BE KEPT BY USER



General warnings

A DANGER! All biological fluids should be considered as potentially infectious.

Powderless protective gloves must be worn when manipulating blood,
products derived from blood or objects contaminated with blood.

Qualified laboratory personnel should use acceptable procedures for
biohazardous material.

IMPORTANT! The configuration that you have purchased is adapted to the
legislation and standards of the different countries it will be sent to.
For this reason, it may differ from the one presented in this
document. However, it will not prevent VIDAS® from operating
correctly.

This product is an in vitro diagnostic medical device. It complies
with the directives and standards mentioned in the certificate
supplied with it.

You are advised to read and understand all the instructions in this
manual to be able to derive the best performance from your VIDAS.

bioMérieux® SA recommends that you observe the different
warnings inscribed on the instrument itself and indicated in the
documentation supplied.

The equipment may also cause inteference if not installed in
accordance with the instructions given in this manual.

Electromagnetic Compatibility (EMC):

This is a Class A product.

In a residential area, this product may cause harmful interference in
which case the user may be required to take adequate measures at
his own expense.



IMPORTANT!

Never download into the computer, programs other than those provided
by bioMérieux®. If these instructions are not complied with, the computer
could become infected with computer viruses. Any intervention directly or
indirectly resulting from the presence of such a virus cannot be covered
by the warranty or the maintenance contract.

This statement only applies to European countries and instruments

bearing the E\/ symbol with regard to the waste electrical and electronic
equipment European directive.

You can play an important role in contributing to reuse, recycling and
other forms of recovery of waste electrical and electronic equipment.
Sorting this type of waste significantly reduces potential negative effects
on the environment and human health as a result of the presence of
hazardous substances in electrical and electronic equipment.

At the end of the life cycle of this product, do not dispose of
ﬁ\/ the product as unsorted municipal waste, even if it is

decontaminated. Please contact bioMérieux or its distributor
in order to organize its collection.



Revisions

The list of revisions below summarizes replacements or additional pages in your
VIDAS PC User’'s Manual.

Manual Reason Page(s)
V.C 08.2003 Update of a few screens + text 1-7,1-8,
1-11, 2-3,
3-7, 3-8, 4-2,
4-5,5-21,
6-6, 6-7,
1117
V.D. 03.2005 Modification relating to the new All
VIDAS model
V.E. 12.005 New VIDAS software version All
V.F 05.2008 Addition of a backup mode Chapter 9

VIDAS® PC User's Manual Revisions-1
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1 How to use this manual

Introduction

CAUTION!

This manual covers the procedures for the major functions of the VIDAS as well
as its software and consumables.

It also deals with the various procedures relating to the VIDAS installation and
start-up.

The instruments are described in the VIDAS Instrument User's Manual.

The software must be used by trained personnel only, who are authorized
to do so.

You are advised to read and understand all the instructions in this manual
to be able to derive the best performance from your VIDAS.
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How to use this manual

Finding topics and procedures

Finding topics and procedures

Table of contents

List of figures

Graphic symbols

Warnings

Page headers and
page footers

Glossary

Index

This manual is divided into fourteen chapters. The first eleven chapters are used
for the description and procedures. Chapter 13 contains the glossary and
chapter 14 the index.

The main table of contents of the manual is located on pages V-1 to V-6.

It lists each chapter and the procedures and/or topics contained in the chapter.

Pages VI-1 to VI-3 contain a list of the figures in this manual.

The standard symbols used for bioMérieux instruments, and their meanings,
can be found in the list on page 1-4.

The warning messages are used throughout the procedures for use.

All the warnings in this manual should be read carefully before using VIDAS PC
in any way.

Apart from the first page of every chapter, each page of the manual includes a
page header and footer.

Each page header includes the chapter title and the title of a procedure or its
corresponding description.

These titles are located on the outside of the page so that you can thumb
through the pages to quickly locate a chapter or a procedure.

The footers contain the title of the manual, the name of the product and the
page number.

The glossary is located in Chapter 13 at the back of the manual. It gives the
definition of the main technical terms used in the manual.

The index is located in Chapter 14 at the back of the manual. It is used to locate
a particular description or procedure.
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Typographic conventions

Typographic conventions

These conventions are used in the different chapters of the manual.

e Click on... A bullet point is used to denote an action to be performed.

Quotation marks are used for information which appears on the screen:

"Calibration...” messages, menu options, functions.
< > Keyboard keys are represented in angle brackets.
"O"and "I" are letters.
"g" and "1" are the digits zero and one.
Warnings

The following warnings are used throughout the manual:

— for safety reasons (DANGER)),

— to ensure that VIDAS is maintained in good working condition (CAUTION!),
— or to allow optimum use of your VIDAS (IMPORTANT!).
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Graphic symbols

Graphic symbols

4501-1582 A en

O-<++®1=7 d ¢ |

The standard symbols used for the bioMérieux systems and their meanings

can be found below:

Direct current

Alternating current

Both direct and alternating current

Three-phase alternating current

Earth (ground) TERMINAL

PROTECTIVE CONDUCTOR TERMINAL

Frame or chassis TERMINAL

Equipotentiality

ON (power supply)

OFF (power supply)
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Graphic symbols

"ON" (only for a component of the system equipment)

"OFF" (only for a component of the system equipment)

Equipment protected throughout by DOUBLE INSULATION or
REINFORCED INSULATION (equivalent to Class Il of IEC 536)

Risk of electric shock

Caution, consult accompanying documents

High temperature

Potential pinch point

Biological risks

Consult Instructions for Use

g EPRRPD> OOO

-]

LO

Batch code

or REF Catalogue number

Temperature limitation

m Authorised Representative in the European Community
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Graphic symbols

N
<
IN

s L E

SN/, SN

|34 %

Keep dry

Manufacturer

Date of manufacture

In Vitro Diagnostic Medical Device

Serial number

Keep away from magnetic field

Separate collection for waste electrical and electronic equipment

1-6
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2 Functional description

Introduction

This chapter describes the main features of the VIDAS® PC software.
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Functional description
Description / Aim

Description / Aim

VIDAS PC software:

Protocol software: PTC

Bidirectional Interface
Software: BCI

The VIDAS software is multi-task.
It enables:

— Entry of patient data and analyses via the keyboard or the bidirectional
connection with or without the bar code reader,

— Printing of results via the printer, the screen or the uni/bidirectional
connection (on request).

— System operation and self-tests.
— Management of calibrations and controls in memory.
— Display and validation of results.
— Management of patient records.

— Running of one or two analytical modules.

The computer contains software programs and various files which enable it to
run the VIDAS system.

This software contains all the elements and information required to run the
system.

Protocol Test Change: this software contains all the protocols and tests required
to perform assays.

Bidirectional Connection Interface: this is an optional software which controls
the bidirectional interface with the Laboratory Information System (LIS).
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Functional description
General features

General features

Hardware e Refer to Chapter 2 of the VIDAS Instrument User's Manual in which the
analytical and computer modules are described.

Consumables e Refer to Chapter 2 of the VIDAS Instrument User's Manual in which the
consumables are described.

Principle of operation

o Refer to Chapter 2 of the VIDAS Instrument User's Manual in which the
following are described:

— Methods for immunoassay.
— Protocol concept.

— The optical system.
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3 Getting started

Introduction

This chapter covers the first steps you need to take before you can use the
VIDAS PC :

safety instructions,

— precautions for use of reagents,

starting and shutting down the software,

— defining and using user groups.
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Getting started
Safety instructions

Safety instructions

IMPORTANT!

CAUTION!

This manual contains information and warnings which you must respect in order
to ensure that the software runs properly.

Never download into the computer, software programs other than those
provided by bioMérieux®.

If these instructions are not complied with, the computer and software
provided by bioMérieux could become infected with computer viruses.

Any intervention directly or indirectly resulting from the use of a software
program other than the one provided by bioMérieux shall not be covered
by the warranty or the maintenance contract.

Do not install a screen saver on the computer.

The system must be installed and brought into service by or under the
guidance of bioMérieux Technical Assistance.

The computer media containing the VIDAS PC software programs or the
user’s backups used for installation or reinstallation, must be stored in an
appropriate location.

The different elements composing your VIDAS: hardware, software
programs, software configuration (especially date and time format,
language, type of keyboard ...), are part of a configuration validated by
bioMérieux. Any modification or addition resulting in a different
configuration to the one validated may cause incorrect operation.

3-2
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Precautions for use of reagents

Precautions for use of reagents

IMPORTANT!

Reagent kits must be stored between 2 and 8°C.

Bring reagents to room temperature before use (refer to the package insert
in the reagent Kits).

To ensure that the standard duration of temperature control is respected,
the strips should not be kept in the trays, or the SPR®s in the SPR block,
for any longer than it takes to prepare or normally perform the tests. Strips
and SPRs should not be loaded into the instrument in advance, but just
before the corresponding test is performed.

Do not use the reagents after the expiration date.

Do not mix reagents from different lots.

Carefully reseal the SPR pouch with the desiccant inside after use.
Powderless gloves should be worn when using the reagents.
Homogenize the standard, controls and samples before use.

Check that each SPR has a color-coded dot. If a SPR does not have its
color-coded dot:

— Reject the result corresponding to the defective SPR.
— Clean the SPR block.
— Repeat the assay corresponding to the defective SPR.

— Inform bioMérieux® Technical Assistance.
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Control devices

Control devices

Main function keys

You can access most of the VIDAS PC software functions using the mouse.
However, you can also use the keyboard to run the software.

Ctrl

L L

Num
Lock

4]

Delete

e

‘F10 I‘FH I‘F12 |

This key is always combined with another one (on the keyboard or on the
mouse). Both keys should be pressed simultaneously.

(E.g.: <CTRL> + <left mouse button> enables you to select one or several lines
on the screen).

Caps Lock key. This is used to lock the keyboard in upper case characters.

Combined with the left mouse button, it allows you to select data lists in a table.

This key must be activated (light on) if you want to use the numeric keypad.

Left and right arrow keys are used for moving the cursor in the entry zones.

This key enables you to delete a character to the right of the cursor.

This key enables you to delete a character to the left of the cursor.

In certain windows, the tabulation key enables you to move the cursor from one
entry field to another.

These function keys at the top of the keyboard correspond to keyboard
shortcuts which are used in the "Loading" menu.
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Control devices

The mouse keys

The left button is used for selecting.

P The middle scroll wheel is used for rapid scrolling. The right button is not used
> in the VIDAS PC software.

Note: Left-handed users can invert the mouse buttons. To do so, please refer to the
Windows user's manual.

Main computer terminology

Enable/disable boxes

enabled disabled — Small boxes .WhICh correspond to one or several options which can be
enabled or disabled.

Small circles corresponding to one or several options which can be enabled

i+ - -
enabled disabled or disabled. Only one option at a time can be enabled.

Enabled/disabled icon — When a function or a menu represented by an icon is accessible, the icon is
colored (enabled).

— When a function or a menu is not available, the icon is a bluish color
(disabled).

List zone — In a dialog box, this zone lists available options. If all the options do not fit in
the zone, a scroll bar can be used.

Entry zone — In a dialog box, this zone can be used to enter information.

Text zone — A zone in which you can enter information required to carry out a command.
When the dialog box opens, the text zone may be blank or already contain
text.
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Control devices

Recommendation for use of the bar code reader

To read a bar code:
e Hold the reader about 5 cm from the bar code.

e Check that the reader is perpendicular to the bar code (maximum 5° tilt).

e Depress the trigger.

A red beam of light will appear on the bar code.

e Hold the trigger and slowly scan the bar code from top to bottom or bottom
to top until the code has been read completely.

A beep and a green LED indicate that reading has been performed correctly.

When reading is complete:

e Release the trigger.

If reading does not occur immediately:

e Slowly move the reader away from and/or towards the bar code until the
optimal position for reading has been reached.

e |f the problem persists, refer to Chapter 7 "Troubleshooting" of the VIDAS
Instrument manual.
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Starting VIDAS PC

Starting VIDAS PC

Note:

e Turn on the instruments in the following order:
— UPS (if necessary),
— VIDAS analytical modules,
— printer and screen,
— computer.

The configuration initializes.
e Wait for the Windows® welcome window to appear.

e Enter the user's name and password.

Your user name, your password and the user group you are a member of, must be pre-
defined in your laboratory.

This information will determine the level at which you can use your VIDAS PC
software.

A user who is a member of the VIDAS_ADMIN group has access to all the
software functions and certain administration functions such as programming
backups, changing the system time etc.

A user who is a member of the VIDAS_ROUTINE group can access the main
functions of the software, except the "Configuration" menu. The administration
functions, however, are not available.

Group membership is predefined for each user by a bioMérieux® Field Service
engineer, the local bioMérieux representative or your laboratory system
admininstrator.

VIDAS® PC User's Manual
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Getting started
Starting VIDAS PC

The Windows® desktop is displayed.
BE e Wait for 2 minutes before starting the VIDAS PC application.

= e Double click on the VIDAS PC icon,
Vidas PC

The VIDAS PC initialization screen displays.

———— 1]

VIDAS PC

BIOME|RIEUX

Caonnexion ta YidasPrint

Fig. lll 1: VIDAS PC initialization screen
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Getting started
Starting VIDAS PC

After a short time, the VIDAS PC main screen appears.

Niroas Main screen ERIFEI

! 1 o -
S gl el 2 K
1| FIO A reser | avar | evere | avar [ avar DA sva [ ava | avar | avar | avar RS

Fig. lll 2: Main screen

Note: For optimum performance of the VIDAS PC software, only one application can be started
at a time. If you try to start a second application, the following error message appears.

e Click on "OK" to close the window.
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Shutting down VIDAS PC

When you turn on the analytical module, leave it to warm up for 45 minutes.

When the analytical module initializes, it automatically calibrates according to a
solid standard which reacts to temperature.

Note: If the room temperature is too low when the analytical module is turned on, an error is
generated (error 160) by VIDAS PC after the self-calibration phase (see "Error 160 — Self-
calibration drift", on page 12-15).

After the instrument has warmed up for 45 minutes, turn it off for one minute and
then turn it back on again. This operation enables the instrument to store in
memory the solid standard value after temperature stabilization.

Note: If error 160 was generated when the analytical module was turned on for the first time,
another error 160 will appear after the new self-calbiration phase. Turn off the module and

then turn it back on again. If error 160 persists call your bioMérieux ® Technical Assistance
Service.

CAUTION! Never connect or disconnect cables when the computer is switched on.

Shutting down VIDAS PC

e Make sure that:

- no assays are running,

— no reagents (strips and SPR®s) remain in the strip sections and SPR
blocks,

— printing is not in progress.
To quit the VIDAS PC software,

e Click on the stop icon % in the top right-hand corner of your work window.

The following dialog box displays.

bioMeérieux

‘1 Cluestion

Do you want to quit this
application?

ves ne [

e Click on "Yes".

The Windows® desktop displays.
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Getting started
Shutting down VIDAS PC

To quit the BCI RS232 or BCI NET software (if necessary),

e Click on the stop icon % in the top right-hand corner of the BCI window.

Note: For more information on BCl RS232, see chapter "Bidirectional Computer Interface (BCI)"
in this manual.

For more information on BCI NET, see the BCI NET User’s Manual.
The Windows® desktop displays.

To shut down the computer,

& w
e Click on the sk start button in the bottom left-hand corner of the

screen or press one of the Windows key situated either side of the space
bar.
e Select "Shut Down".

Programs 4

Serrings »

Run...

Log OFf dbZbmz...

/_) Search *
=7
2
O]

@Y shut Down,.,.

Fig. lll 3: Shutting down Windows®
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Shutting down VIDAS PC

The following window appears.

Shut Down Windows

@ Wehat do you wank the computer to do?

Restark

b

Log off db2brm::
Restart
Stand b

|

[a]4 J[ Cancel ][ Help ]

Fig. lll 4: Shutting down the computer

Select "Shut down"
Click "OK".

The computer will stop and shut down.

Note: For optimum operation of your PC, it is recommended to shut it down once a week.

Turn off the other instruments:

screen,
— printer,

— UPS (if necessary).

analytical module(s),

3-12
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Changing the system date and time

Changing the system date and time

CAUTION!

IMPORTANT!

cfm 1004

Incorrect setting of the date and time can lead to incorrect running of
programs and loss of data.

In order to change the system date and time, you must be logged on with a
user identifier which gives administration rights over the operating
system.

For additional information, contact your laboratory system administrator.

e Go to the Windows® desktop.

e Double click in the bottom right-hand corner of the window where the time
is displayed.

The following dialog box appears :

Date and Time Properties

Date Time

| (25 |3 AT,

14 15 16 17 18 19 20 ;
21 22 23 24 BE 26 27

25 29 30 W
7:54:C4PM | 5

Current time zone: GMT Daylight Time

(0] 4 ] [ Cancel Apply

Fig. lll 5: Date/Time Properties window

e Change the date and time.
e Click "Apply ".
e Click "OK".

The new date and time are displayed in the bottom right-hand corner of the
Windows® desktop.

VIDAS® PC User's Manual
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User management

User management

Note:

The "User Manager" utility developed by bioMérieux® SA enables the laboratory
administrator to:

— manage user accounts for Windows® XPe, VIDAS PC and BCI RS$232 or
BCI NET created with previous versions of the VIDAS PC software;

- create and manage new user accounts.

User management operations can only be performed by the laboratory system
administrator or another person qualified to do so.

The following table presents the user groups and their rights for for
Windows XPe, VIDAS PC and BCI RS232 or BCI NET.

GROUP WINDOWS VIDAS PC BCI RS232 or
BCI NET

Users ORDINARY / /
Administrators FULL / /
VIDAS_ROUTINE / ORDINARY /
VIDAS_ADMIN / FULL /
BCI_ROUTINE / / ORDINARY
BCI_ADMIN / / FULL

The "Users" group can use Windows XPe, but not modify its properties.
The "Administrators" group gives full access rights to the Windows software.

The "VIDAS_ROUTINE" group gives access rights to the main VIDAS PC
menus, except the "Configuration" menu and the Maintenance/Instrument run
menu.

The "VIDAS_ADMIN" group gives full access rights to all the VIDAS PC software
menus except the Maintenance/Instrument run menu.

The BCI_ROUTINE group allows you to view the BCI.

The "BCI_ADMIN" and "BCI_ROUTIN" groups give full access rights to the BCI
RS232 or BCI NET software menus.
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User management

Example:

IMPORTANT!

To have full access rights to Windows® XPe, VIDAS PC and BCI RS232 or BCI NET, you
must be a member of the "Administrators”, "VIDAS_ADMIN" and "BCI_ADMIN" and "BCI
ROUTINE" groups.

To have limited access rights to Windows XPe but full access rights to VIDAS PC and
BCI RS232 or BCI NET, you must be a member of the "Users", "VIDAS_ADMIN" and
"BCI_ADMIN" and "BCI ROUTINE" groups.

To have limited access rights to Windows XPe, VIDAS PC and BCI RS232 or BCI NET,
you must be a member of the "Users", "VIDAS_ROUTINE" and "BCI_ROUTINE" groups.

Each wuser must belong to a VIDAS group (VIDAS_ADMIN or
VIDAS_ROUTINE) and a Windows XPe group (Users or Administrators) to
be able to use the VIDAS PC software.

If a bidirectional connection interface is used, each user must belong to a
BCI group ("BCI_ADMIN" or "BCI_ROUTINE") to be able to use BCI RS232
or BCI NET.

VIDAS® PC User's Manual
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Creating a user

Creating a user

Note: During user management, you must close the VIDAS PC interface.

e |f necessary, open the session using the administrator's identifier and
password.

On the Windows® desktop:

e Double click on the "User Manager" icon.
The "Vidas user manager" menu opens and the following window is displayed.
6\ Yidas user manager !EE
rUsers

Administrator
Guest

admin
Norton & | Delete
| Unlock

Add...

-Groups

User:

Member of: Mot member of:

b5

b

Fig. lll 6: Opening the VIDAS user manager window

To create a new user account,

e Click on "Add".
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Creating a user

The following window displays:

Name: | |
Password: [ |
Confirm password: | [

Fig. lll 7: Add user window

o Enter the user's name in the "Name" text box.
e Enter the password in the "Password" text box.
e Confirm the password in the corresponding text box.

e Click on "OK" to confirm creation of the new user account.

VIDAS® PC User's Manual 317



Getting started
Creating a user

Note:

The following window displays:

2, Vidas user manager - |O] x|

sers

Administrator
Morton A

Add...
Guest
admin Delete
Unlock ‘

~Groups
User: Norton &
Member of: Mot member of:
Users . |Administrators

<< | BCI_ADMIN
BCI_ROUTINE

B WVIDAS_ADMIN
VIDAS_ROUTINE

Fig. lll 8: Group membership window

The name of the new user account is displayed at the top of the "Vidas user
manager" window.

e Select the wuser group(s) (Users, Administrators, VIDAS_ADMIN,
VIDAS_ROUTINE, BCI_ADMIN, BCI_ROUTINE) in the "Groups" field
according to the permissions or rights assigned to the new user.

. << . . . >>

e C(Click on the J button to assign permissions or rights, or on the _‘
button to remove them.

A user can belong to several user groups, for example:

- VIDAS_ADMIN and BCI_ADMIN.

- VIDAS_ROUTINE and BCI_ROUTINE.

e Proceed in the same way to create other user accounts.

e Click on "Quit" to close the "Vidas user manager" window.

3-18
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Creating a user

Note:

The following dialog box opens:

2, Vidas uger manager x|

E Do you want to save modifications on user Norton A 7

Yes Ho

e Click on "Yes" to confirm creation of the new user account.

A new user must be assigned a default printer (see section Selecting a default printer, on
page 3-26).

For a new user opening Windows XPe® for the first time, see section Opening a session
for a new user, on page 3-25.
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Modifying a user

Modifying a user

Note: During user management operations, you must close the VIDAS PC interface.
e Open a session by entering the administrator's identifier and password (if
necessary).
On the Windows® desktop:
e Double click on the "User Manager" icon.

The "Vidas user manager" menu opens and the following window is displayed.

2, Vidas user manager - |O] x|

sers

Administrator
Morton A
Guest

Add...
st Delete
Unlock ‘

~Groups
User: Horton &
Member of: Hot member of:
Users Administrators
L4 BCI_ADMIN
BCI_ROUTINE

B WVIDAS_ADMIN
VIDAS_ROUTINE

Fig. lll 9: Group membership window

In the "Vidas user manager" window,

e Select the user whose rights you want to modify.
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Modifying a user

In the "Groups" field,

e Select the group to be removed or added using the add button I<_<, or the
>

remove button

e Click on "Quit" when modification is finished.
The following window is displayed.

2 Vidas user manager

E Do you want to save modifications on user Norton A 7

Yes M

e Click on "Yes" to confirm the modifications.

The user's permissions and rights are now modified.
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Deleting a user

Note: During user management operations, you must close the VIDAS PC interface.

e Open a session by entering the administrator's identifier and password (if

necessary).
On the Windows® desktop:
e Double click on the "User Manager" icon.
The " Vidas user manager" menu opens and the following window is displayed.
% Vidas user manager O] x|
Users

Administrator
Guest Add...

Morton A
pagetb Delete

!

vidas1
Unlock !
-Groups
User: Horton &
Member of: Mot member of:
BClI ROUTIME Administratars
Users T BCIL_ADMIM

VIDAS_ROUTIME WIDAS_ADMIMN

g

Quit

Fig. lll 10: Deleting a user account

e Select the user you want to delete in the list of users.

e Click on "Delete".

3-22 VIDAS® PC User's Manual



Getting started
Deleting a user

Note:

The following window is displayed.

%, Vidas user manager x|

Do you really want to delete user Norton A 7

| Yes No

e Click on "Yes" to confirm deletion.
The user account is definitively deleted.
e Click on "Quit" to close the "Vidas user manager" window.

This operation has no effect on the results or calibrations that the user obtained in the
application. When the user is deleted, the user data remain in the VIDAS PC database
and can be consulted by any other users who have access rights to this information.
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Unlocking a user account

Unlocking a user account

After three unsuccessful attempts to connect, the software will lock.

To unlock it:

e Open a session by entering the administrator's identifier and password.
On the Windows © desktop:

e Double click on the "User Manager" icon.
The "Vidas user manager" menu opens and the following window is displayed.

|-Users

Administrator

Guest Add...
| Morton &
B nagato Delete
vidas1

i

Unlock

Groups-
User: Norton A
| Member of: Not member of:
LB ROUTINE - . |Administrators
Users <% |BCILADMIN

YIDAS_ROUTIMNE YIDAS_ADMINM

Fig. Ill 11: Unlocking a user account

e Select the user account you want to unlock.
The "Unlock" button is activated.

e Click on "Unlock" to unlock the account.
e Click on "Quit" to close the "Vidas user manager" window.

The user account is now unlocked.
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Opening a session for a new user

Opening a session for a new user

Note:

When Windows® XPe is opened for the first time by a new user, various screens
appear for modification of the password.

e Click on OK.

A dialog box is displayed.

e Enter your new password.

e Confirm your new password.

e Click on "OK".

A message is displayed informing you that your password has been changed.
e Validate by clicking on "OK".

The Windows session opens.

Verr
The numeric keypad is disabled when a new session is opened. Press B to enable it.

VIDAS® PC User's Manual
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Selecting a default printer

When a new user account is created, the administrator must select a printer
using Windows® Xpe. To do so, on the Windows desktop:

'4 start
e Click on the & button in the bottom left-hand corner of the screen
or press one of the "Windows" keys situated either side of the space bar.

e Select "Settings" and then "Printers and Faxes".

Programs

Settings [} Control Panel »

" Printers and Fazes

Search

Rur...

P
=
__] Log OFF dhzbms...
@

shut Do,

Fig. lll 12: Selecting a printer

In the "Printers and Faxes" menu,
e Click on the icon of the printer to be selected by default.

e Click on the right mouse button and select "Set as default printer".

Open

[ Set as Defaulk Printer ]
Printing Preferences. ..

Pause Printing

sharing...
Ise Printer Offline

Create Shorkcut
Delete
Rename

Properties

This printer will be selected by default for the user's print-outs.
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Logging on with a user group after opening a session

CAUTION!

To log on using a different user group ("Routine" or "Administrator") to the one
you initially logged on to the VIDAS PC software with, you have to quit the
VIDAS PC software and open a Windows® session using your own user
identifier .

If you need to open a new Windows session, you must shut down the
connection and quit the BCI software before closing the current Windows
session.

Proceed as follows:

/4 start
o click on the I button in the bottom left-hand corner of the screen
or press one of the "Windows" key situated either side of the space bar.

e select "Log Off...".

_ Programs L4
EII', cettings »
jJ Search ]

$=] Run...

VIDAS® PC User's Manual
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Logging on with a user group after opening a session

The "Log Off Windows" dialog box displays.

Log Off Windows (%]
| ~ I Are you sure wol wank ko log off?
[ Log ©OFF ] [ Cancel

e Select "Log off" .

The session closes and a new session opening screen is displayed.

e Enter the data required to open a new Windows® session corresponding to
the desired user group.
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Changing the password

When you enter your password, a dialog box will inform you if your password
has expired.

e Click on "OK".

A dialog box displays.

e Enter your new password.

e Confirm your new password.
e Click on "OK".

A message will appear to inform you that your password has been changed.

Changing the password when starting VIDAS PC

When you enter your password in the VIDAS PC prompt screen, a dialog box
will inform you if your password has expired.

e Click on "OK".

e Simultaneously press <Ctrl>, <Alt> and <Del>.

The Windows security window displays.
e Click on "Change password".

e Enter your old password.

e Enter your new password.

e Confirm your new password.

e Click on "OK".

You can also change your password at any time using the above procedure.
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Locking and unlocking the VIDAS PC software

Q

Note:

CAUTION!

After 30 minutes of inactivity, or if requested by the user (by clicking on the key
icon in the bottom right-hand corner of the screen), the VIDAS PC software
locks. This has no effect on assays in progress.

The default time is 30 minutes, but it can be modified by any user who has sufficient rights
to access the "Routine"” submenu in the "Configuration" screen.

The following window is displayed on the screen:

hioMériewx

Username |

Password |

Login .

Fig. lll 13 : VIDAS PC login window

To unlock the software,

e Enter your user name.
e Enter your password.
e Click on "Login".

When you unlock the software, you can also log on as a different user but from
the same group, i.e. "Routine" or "Administrator".

To do so,

e Enter your user name.
e Enter your password.
e Click on "Login".

When you unlock the software, you can also log on as a different user but from
another group. Refer to "Logging on with a user group after opening a session"
on page 3-27.

After 3 unsuccessful attempts, the software will lock. To unlock it, call
your laboratory system administrator.

3-30

VIDAS® PC User's Manual



Getting started
Locking and unlocking the BCl RS232 software

CAUTION!

CAUTION!

To log on as a different user, you must be a member of the same user
group ("Routine” or "Administrator”). If this is not the case, a warning
message will appear on the screen. You will therefore have to quit the
VIDAS PC software and open a Windows ® session using your own user
identifier.

If you need to open a new Windows session, you must shut down the
connection and quit the BCI RS232 software before closing the current
Windows session.

Locking and unlocking the BClI RS232 software

CAUTION!

Note:

After 10 minutes of inactivity, the BCI RS232 software locks. This has no effect
on the assays or the interface with the LIS.

The following window appears on the screen:

T

Fig. lll 14 : BCI RS232 login window

To unlock the software,
e Enter your password.
e (Click on "OK".

When you unlock the software, you can also log on as a different user but from
the same group, i.e. "Routine" or "Administrator”.

To do so,

e Enter your user name.

e Enter your password.

e Click on "OK".

If you need to open a new Windows session, you must shut down the

connection and quit the BCI RS232 software before closing the current
Windows® session.

For the BCI NET software, see the BCI NET User’s Manual.
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4 Instructions for use

Introduction

This chapter deals with the use of the VIDAS® PC software for preparing and
starting assays.
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Instructions for use
Theory of operation

Theory of operation

VIDAS is a multiparametric system for immunoassay. It is composed of
hardware, software and consumables.

— The VIDAS analytical module is divided into 5 sections each containing up to
6 assays with compatible protocols.

— The VIDAS PC software can manage two VIDAS modules.

— The reagent kits of 60, 30 or 10 tests are composed of:

the reagent strips and SPR®s (Solid Phase Receptacle),

the necessary additional consumables such as standard(s), control(s),
diluent,

the master curve in the form of bar codes (MLE card),

the package insert.

The theory of operation on VIDAS consists of:

— creating predefined sections,

— running assays,

— performing calibrations and controls.

4-2
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Theory of operation

Step 1
Prepare the sample

@

Step 2 Step 3
Create a predefined section Fill the sample well
and then reserve a section.

Step 5 ¢

Place the reagent strips in their
positions and fill them.

v

Step 4
Place the SPR®s in their slots.

Step 6
Close the door of the SPR® block.

* Step 7

Lower the section's cover.

Fig. IV 1: Basic VIDAS workflow

(continued on next page)
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Theory of operation

Step 8 —» Step9
Run assays. Results are printed (depending on the software
configuration).

Step 10
When assays are completed, remove the reagent
strips and SPRs.

Fig. IV 2: Basic VIDAS workflow (cont’d)

IMPORTANT! Always observe good Ilaboratory practices and universal safety
precautions when handling VIDAS reagents.

CAUTION! Check that each SPR® has a color-coded dot.
If a SPR® does not have its color-coded dot :

— Reject the result corresponding to the defective SPR®.

— Check that the dot has not become stuck on the SPR® block or the
SPR® seal and if it has, then remove it.

— Repeat the assay corresponding to the defective SPR®,

— Inform bioMérieux® Technical Assistance.
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User interface

User interface

Presentation of the main screen

When you start the VIDAS PC software, the following window displays:
1. Navigation tree
2. Three main menus

3. VIDAS status summary

Main screen EEE

15:44

La wm i =

NORTOM &...

Fig. IV 3: Main screen
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User interface

The main window is divided into two parts:

the navigation tree and the three main menus,

the VIDAS PC status summaries.

Click on the navigation tree in the main window to display the list of
VIDAS PC menus. The following window appears :

El bioMeérieux

Loading
Results
Calibrations
Qwality Contral
Patient Data
Instrument
Journal
Configuration
Maintenance
Ahout

* 8000000 e

Fig. IV 4: List of VIDAS PC menus
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The navigation tree

You can access 10 menus through this window :
— LOADING menu

— RESULTS menu

— CALIBRATIONS menu

— QUALITY CONTROL menu
— PATIENT DATA menu

— INSTRUMENT menu

— JOURNAL menu

— CONFIGURATION menu

—  MAINTENANCE menu

— ABOUT menu

The three main menus

Loading menu Enables you to prepare and run assays.

Calibrations menu Enables you to display and access the various procedures
for calibration.

Results menu Enables you to display and validate assay results.
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The VIDAS PC status summaries

Calibration status

Instrument status

L

Section status

AL
(white)

EMERG
(white)

RESER
(white)

WERIF

(green)

(green)

] )
(black)

Recently expired

Analytical module
affected by the error

The flashing icon in the bottom left-hand corner of the screen
indicates that at least one calibration has expired (see page
6-18).

calibrations

Instrument error 101 to 163 : the icon corresponding to the
analytical module affected by the error is circled in red (see
page 12-8).

Enables you to view the status of the various sections.

The statuses are the following:

The section is available.

The section is reserved for emergencies.

The section has been reserved for a predefined section (see Reserving sections
page 4-22).

Verifications are in progress in this section (reading of bar codes, strips,
verification of calibrations, etc.). The section number is displayed below the
section concerned, under the status bar.

The section is running an assay. The time indicated corresponds to the time of
completion of the assay.

Strips and SPR®s are waiting to be unloaded from the section.
The section is being reset.
An error has occurred in a section.

The section is disconnected.
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User identification

Q

NORTON &...

CAUTION!

Minimize button

The identification icon shown opposite gives access to the VIDAS PC login
window (see Fig. lll 13). The user name is displayed below the icon.

To lock the VIDAS PC software,

e Click on the identification icon.

The VIDAS PC login window displays. The VIDAS PC software is now locked.
Assays continue normally.

It is possible to enter a user name and a password that are different to those
initially entered.

This can be useful when several users work routinely with the VIDAS.

o Enter the desired user name.
e Enter the corresponding password.

e Click on OK.

The new user name is displayed below the icon.

To log on as a different user, you must be a member of the same user
group ("VIDAS_ROUTINE" or "VIDAS_ADMIN"). If this is not the case, a
warning message will appear on the screen. You will therefore have to quit
the VIDAS PC software and open a Windows® session using your own
user name.

This button in the top right-hand corner of the window enables you to minimize
a window to the size of an icon in the task bar.

To restore the window,

e click on the icon in the task bar.

VIDAS® PC User's Manual
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User interface

Presentation of a typical menu

All

the VIDAS PC menu and submenu screens are divided into several zones

with a similar architecture.

1.

Menu bar. The menu bar enables you to access the three main menus
(Loading, Calibrations and Results) and to return to the main menu. The
icon of the current menu is shaded.

Menu name. The name of the current menu or submenu is displayed.

Tool bar. The tool bar enables you to access the specific tools for the
current menu or submenu.

Menu screen. This is the specific screen for the current menu or submenu.

Sub-menu bar. The submenu bar enables you to access the different
submenus of the current menu.

Status bar. The status summary indicates the following information:
- section status,

- presence of errors,

- system time,

- name of the technician currently using the software.

Patients data FIFES

ATIM ] jl ” l—
. MARSET
1 MARTIN (MARSES) ID: Marne JMARTIN
Ending date : 15/10/2000 Date of birth © 04/0211 968
' Duration :
© Gtart date 1 gsex: | 2|
Assays concerning the patient
Assay | Unit Result Prev.1 Prev.2 Date Date Prev.l
q N |
Detail of the selected assay
v| Resut | interor. | Staus | Date | Time | pi. | sSample |
| 15.88|Fositive | Correct [1sMo/z000 [16:06 | lomss7 |

Fig. IV 5 : A typical menu
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Entering assays (or assay requests)

Entering assays (or assay requests)

In the main window, or any other window,

e Click on the "Loading" button,

or,
in the main window,
e click on the navigation tree and then,

e select the "Loading" button.

VIDAS® PC User's Manual
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Entering assays (or assay requests)

The following window is displayed.

1. Job list. List of entered assays waiting to be run, and assay requests
received from the LIS.

2. Predefined sections. List of the predefined sections waiting to be reserved
and then started.

3. Entry zone. Entry of data according to the entry mode selected (simplified,
complete, industrial). The fields of this zone are detailed in each entry
mode.

4. Section number. The number of a predefined section is displayed below
the reserved section to which it corresponds.

5. Clear. The "Clear" button enables you to delete all the fields (including
the "Dilution” field). When you do this, the "Multiplier" check box returns,
by default, to 1. You can also press <F12> to do so (keyboard shortcut).

Loading > Compiete demographics ﬂ!ﬁ'

~ Origin JHEMOS wl
. Dilution |1 Resere [

Patent D |Assay| DI | Sample

1544

Fig. IV 6: "Loading" window (complete demographics mode)
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Entering assays (or assay requests)

Before entering assays, you can select one of the following three entry modes:

simple demographics mode (see page 4-14).
complete demographics mode (see page 4-15).

industrial context mode (see page 4-16).

The selection of these modes is described in Chapter 8 - The different

VIDAS PC menus.

Summary table for the different entries

Description of fields Simple Complete Industrial
(Maximum number of characters) demographics | demographics context
Yes Yes Yes

Assay code (obligatory field)

Dilution (3 characters)

Depending on
type of assay

Depending on
type of assay

Depending on
type of assay

Sample ID (12 characters - obligatory field) Yes Yes Yes
Origin (5 characters) Yes Yes Yes
Patient ID (12 characters)* No Yes No
Patient's name (30 characters) No Yes No
Patient’s sex No Yes No
Patient’s date of birth No Yes No
Specimen* No No Yes

Transfer mode ("Reserve" box to be enabled)

Depending on
work method

Depending on
work method

Depending on
work method

* This ID must be unique and specific for a patient or a specimen.

VIDAS® PC User's Manual

413



Instructions for use

Entering assays (or assay requests)

Entry in simple demographics mode

1.

2,

Assay selection. Manual entry or selection of an assay code from a pull-
down entry list.

Sample ID. Sample ID (12 characters maximum).

Dilution. Dilution factor for a defined assay. This window is only for
quantitative assay codes (from 1 to 999).

Origin. Five characters indicating the origin of the assay (laboratory,
specimen location, etc).

Multiplier. Enables you to repeat an assay up to 30 times.

Reserve. 2 work modes :

"Reserve" box enabled:

This enables automatic recording of an assay in a predefined section.
"Reserve" box disabled:

This enables automatic recording of an assay in the job list.

Create. The "Create" button enables you to validate entry of an assay. You
can also press <F10> to do so (keyboard shortcut).

Modify. The "Modify" button enables you to modify an entry in the job list or
a predefined section (see Modification - Deletion page 4-37). You can also
press <F11> to do so (keyboard shortcut).

Clear. The "Clear" button enables you to delete all the fields (including the
"Dilution" field). By default the "Multiplier" check box resets to 1 when this is
done. You can also press <F12> to do so (keyboard shortcut).

©®

Create . Modify .

Sample ID

Fig. IV 7: Entry zone (simple demographics)
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To enter an assay request,
e Select the assay.

o Enter the necessary information in the entry zone according to the patient
data.

e Click on "Create" or press <F10> (keyboard shorcut).

The assay request is displayed as a list or predefined section, depending on the
recording mode selected ("Reserve" box enabled or disabled).

Notfte: The cursor for entering the next assay request is automatically positioned in the "Sample
ID" text box.

Entry in complete demographics mode

1. Date of birth. Patient's date of birth (depending on the configuration:
dd/mm/yyyy or mm/dd/yyyy).

2. Sex. Patient’s sex (M, F, -).

3. Patient name. Patient's name (max. 30 characters). The patient’s name
will only be taken into account if a Patient ID has also been entered.

4. Patient ID. Patient ID (max. 12 characters).

Create . Modify . Clear .

Sample D | Patient name | Origin [ )

@ PatientiD | Date o birth @ Dilutian fi Resetve ¥
TG TOD 195 =l mex ‘2 ’ [ &

Asgay

Fig. IV 8: Entry zone (complete demographics)

To enter an assay request,
o Select the assay.

o Enter the necessary information in the entry zone according to the patient
data.

See "Entry in simple demographics mode" on page 4-14 for entry of basic
information.

e Click on "Create" or press <F10> (keyboard shortcut).

The assay request is displayed as a job list or predefined section, depending on
the recording mode selected ("Reserve" box enabled or disabled).

Note: If a patient ID has previously been used, the patient’s data will appear by defaul:.
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Entry in "Industrial context” mode

1. Specimen. Specimen type (max. 30 characters).

Create . Madify . Clear .

Origin ®r

Sample D |
Specimen | @ Resenve [ |

Assay |SLM Salmanella 5 |

Fig. IV 9: Entry zone (industrial context)

To enter an assay request,
e Select the assay.
e Enter the necessary information in the entry zone.

See "Entry in simple demographics mode" on page 4-14 for entry of basic
information.

e Click on "Create" (or press <F10>.).

The assay request is displayed as a job list or a predefined section, depending
on the recording mode selected ("Reserve" box enabled or disabled).
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Modifying and deleting assay requests

The methods for modification and deletion of assay requests which have been
entered and queued are described in "Modification - Deletion" on page 4-37.

Managing creation of predefined sections for two connected VIDAS® analytical
modules

—  If compatible assays have been assigned to different VIDAS® analytical
modules (VIDAS 1, VIDAS 2 in the Configuration menu) during the
creation of an analysis including these assays, separate predefined
sections are automatically created.

— The "Reorganize all sections by compatible tests" icon does not allow
you to group these tests together in one section.
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Transferring assays

Note:

The following window shows assays and indicates the commands used to
transfer them to a predefined section or the job list.

1.

5.

List of predefined sections. List of the predefined sections ready to be
reserved or run by the VIDAS module(s) (up to 20 predefined sections
displayed at the same time).

One predefined section. Predefined section composed of a maximum of 6
assays with compatible protocols. The VIDAS PC software assigns a
number to the predefined section and displays the expected time for
completion of the assay.

Job list. The job list is composed of up to 200 lines. Each line is a request
for a given assay.

You can sort by category by clicking on the column header (eg : Patient ID).
The width of the columns can be adjusted. To do so,

e Click on the < arrows of the column header while holding down the left
button of the mouse until you obtain the width you want.

Selection of compatible assays. Selection of the first 6 compatible assays
in the job list. They will display in inverse video.

Entry commands for loading assays. Entry commands required to load
assays in a predefined section or the job list.

It is possible to automatically perform a search for identical sample numbers in the job list.
To do so, use the bar code reader to scan a tube bar code corresponding to the sample
number you are searching for.
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Loading > Compiete demographics [EIEE ]

Sample D | Patient name Origin l_ ¥ |1_
PatientiD | Date af birth Dilution [i Resene v
Assay Sex
4 YEFE . 5
FatientID | Assay| Di Sample Qr, 3 lsq]m I;EIR :E;‘n ;;‘;f_’ =
EINZ54 HBS 161254 1 |F 00:22
HIG374 FER 1]a6374 1] 2 ] ] Tt
DAVSE3 199 199563 c i 51 51 51 23871
Hes 1]¢1 1 00:38 TmET
HBS 1]C2 1
HBeS 1151 1 Illllﬂ:il 51 Ccl 51 23789
HBE 1151 1 e SERDIE
m 61251
01:31 § ghresz
el
B
< | | =

.1 e X

Fig. IV 10: Transfer to predefined sections
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Transferring an assay from the job list to a predefined section

Manual transfer

Manual assignment

Transfer of assay requests can be manual or optimized.

Creating a predefined section in manual mode

e Select an assay in the job list (the assay is in inverse video).

e Transfer the assay by clicking on the "Transfer" button.

The assay appears in a predefined section numbered by VIDAS PC (if the
"Manual assignment" box has not been selected).

If a predefined section has already been created for the same protocol, the
assays will automatically be assigned to this section until all six positions have
been filled.

If you want to transfer an assay to a predefined section of your choice, select
the "Manual assignment" box beforehand.

If the "Manual assignment" box has been selected, a dialog box is displayed
which will enable you to either use a new section or select the predefined
section to which you want to transfer the assay.

bioMérieux

Section assighment

Assay: TxHM

& Lsethe selectad saction
 Lse a new section

ﬁ Cancel .

The time required to run the assay (in minutes) is displayed below the number of
the predefined section.

An assay that is transferred to a predefined section will disappear from the job
list.
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Optimized transfer

Note:

Optimized transfer enables you to rapidly fill the positions of predefined sections
by selecting the first six assay requests with compatible protocols from the job
list.

This function can only be used if assays with compatible protocols have been
assigned to the same VIDAS module (see "Assay assignment" submenu on
page 8-43).

The "Select 6 compatible assays" button is enabled (colored).
e Click on this button.

The selected assays appear in the job list in inverse video.

e Transfer them to the predefined section by clicking on the "Transfer" button.

If two assays with compatible protocols are assigned to two different VIDAS instruments,
two predfined lists will be created.

Transferring assays from predefined sections to the job list

204
02:02

YL

Transferring an assay

e In the predefined section to be modified, select the assay you want to
transfer (the assay is displayed on a blue background).

e  Click on the "Transfer" button.

The assay disappears from the predefined section and is returned to the top of
the job list.

Sorting is possible by clicking on the column header.

Transferring a predefined section

e Select the predefined section by clicking in the white background of the
predefined section button.

The assays and the predefined section appear on a blue background.
e Click on the "Transfer" button.

All the assays loaded in this predefined section are returned to the top of the job
list and the predefined section is cancelled.

VIDAS® PC User's Manual
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Reserving sections

Reserving a section consists of loading a previously created predefined section
in a section defined by VIDAS PC or the user.

You must then physically load the strips, SPR®s and samples into the sections
indicated on the loading plan provided by VIDAS PC. The instrument will then
run the assays.

Two types of reservations are possible:
— by VIDAS PC:

— individual reservation

— grouped reservation
— by the user:

— manual reservation
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The window of the "Loading" menu displays the various functions used for the
reservation of sections.

1. Individual reservation.
2. Grouped reservation.

3. Manual reservation.

Loading > Corplote der gma~ohics  [AMIET

Sample ID | Ffatientnami—jl Origin I_ X |1_
Patient D | Date of birth | Dilution fi Resarve [V

Assay

Manual as

PatientID | Assay| Dil. or. §1 1 36374 ;{9(:.5!
ElMNZ54 HBS 1161254 1 |H HIC3T4 CURIST
HIG374 FER 1186374 5 K FT4 FTd FTd FI4
DAVEE3 199 199563 C |l 51 51 cl 23571

HBS 111 g &
HBS 1|C2 il

HBS L] ] 1 51 23789

HBS 1181 X — L

&

TN A

o

Fig. IV 11: Main reservation commands
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Individual reservation

Grouped reservation

81|

00:31

00:31

Individual reservation is performed section by section.

e Click on the predefined section number.

The number is displayed in red.

VIDAS PC automatically assigns a predefined section to an available section.

The status of one of the sections of the VIDAS which is still available changes
to reserved in the status bar.

When all the sections of each VIDAS module are loaded, you can no longer
reserve sections.

A warning message alerts you when the VIDAS module is full (or modules if
there are several).

No available section left.

o [l

Grouped reservation is managed by VIDAS PC. This procedure enables you to
load all the predefined sections into the available sections of each VIDAS
module in numerical order (except the sections dedicated to emergencies
"EMERG." (see "Emergencies" on page 4-35).

e Click on the "Reserve all" button.

Individual and grouped reservations take into account the assignment of assays by
module (see the "Assay assignment" submenu on page 8-43).
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Manual reservation

| AvalL |, [EMERG |

To perform manual reservation, proceed as follows:

Click on an "AVAIL" or "EMERG." button corresponding to the desired

section (the "Emergency" mode is described on page 4-35).

The "Section reservation" window appears.

1. The section reservation window displays the number of the VIDAS
analytical module and the selected section.

Patient 1D I

Sample 1D

Section Reservation

Assay 125 CA1251

= O sl

PatientID | Assay| Dil | Sample

4 ]

VIDAS 1 section B

Origin

—

s

Reserve [ |

Technician

NORTOM Andrew

Strips and SPRs in place ?

Start immediately .

1

Hesewe. -Cancel_. ‘

Fig. IV 12: Manual reservation window
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Technician

MORTOM Andrew

Feserve .
RE=ER

Start immediately .

e In the "Section reservation" window, click on the number of the predefined
section to be reserved.

The technician’s name is displayed.

e Click on the "Reserve" button if you only want to reserve a section (the
"Section reservation" window disappears).

The section status changes to "RESER",
or,

e Click on the "Start immediately" button if you want to reserve a section and
run it immediately (the "Section reservation" window disappears).

Note: Check that reagents and samples have been inserted before starting the
assay.
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Printing

It is possible at any time to print information on assays and predefined sections.

e Click on the "Print" button.

The following window appears:

bioMérieux

Printing of prepared tests

Select the list(s) to print

= Job list
& Predefined sections list
" Jaoh list and predef. sections list

g Cancel .

e Click on "Cancel" to close the window without printing,

Cancel
or

ﬂ_}{. e Select the option you want and click on "OK".

Note: If you select "Job list and predef. sections list" the 2 reports are printed one after another.
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Patient ID

MIL849
MORS564

Pending VIDAS patients

Total number of pending assays : 6

Pending patients tests on Aug 02 2005 13:56:19

Dilution Sample ID

127848
123564
C2
C1
S1
S1

MILLER
MORTON

Fig. IV 13: Job list report (example)

Section  Position
107 1
2
3
4
5
6
Section  Position
108 1
2

Test

RSV
TXG
TXG
TXG
TXG
TXG

Test

OPT
OPT

Predefined sections

Dilution Patient ID
MIL849
MOR564

Dilution Patient ID

16 juil. 2005 18:55:23

Sample ID

127848
123564
C2
C1
S1
S1

Sample ID

OPT
OPT

Fig. IV 14 : Predefined sections list report (example)
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Running assays

Running assays

The assay is performed from start to finish by VIDAS PC.

Loading is made easier by the loading plan provided by VIDAS PC.

Loading plan

The following procedures were defined for one or two VIDAS modules.

You can access the VIDAS PC loading plan by clicking on one of the icons
shown in the figure below.

1. Loading plan. These icons enable you to access the loading plan for
module 1 or module 2 before the start up phase.

Sarnple 1D
Patient ID
Assay

Loading > Complete demographics

Patient name |

Date of birth

Origin _. i

Dilution |1

w

Resere v

Fatient ID Aszay o Sample (8] 51 €1 o1 86974 30157
EIN254 HBS 1] 61254 1 | ooz gicir4 | cugist
HIG374 FER 1]B6374 1 = o o7 o [ —
DAYEES 169 1] 09563 cl s1 51 51 1 2381

HBS 1/ct 1 05 U]
HES 1]cz 1 TSH TSH TSH TSH =
Has 1181 1 ﬂﬁ 51 1 51 23789
HBs 751 1 i [ Lk
) |
61252
01:31 § spmzs2
SMBE
15
| ] i

Fig. IV 15: Loading plan commands
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Note:

Note:

If two VIDAS modules are used, assays can be assigned specifically to one or another of
the modules (see "Assay assignment” page 8-43).

e Click on the "Access to loading plan" icon on the VIDAS 1 module,
or
e Click on the "Access to loading plan” icon on the VIDAS 2 module.

If only one VIDAS module is connected, the button giving access to the loading plan of the
other module is disabled (blue).

The loading plan window appears.

1. Load help zone. Enables you to find an assay which has been reserved or
is being run, by searching for the patient ID or the sample ID.

2. VIDAS module. Indicates the VIDAS analytical module currently running.

3. Number of predefined reserved section. Displays the number of the
predefined section that has been reserved.

Load Help > Complete derographics ﬂ!‘

Vidas : 2
Technician : Norton

)
|
qni Zmn 51 51 s2 s2 1 c2

DD2
e E: L1
B ( o o 12345670

343 20031 50959

Run sections when strips and SPRs are in place

¢ . Q
- TR AT A [ st | ave | ave I

Fig. IV 16: Loading plan window
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Load help screen

You can now view the loading plans of the VIDAS 1 or VIDAS 2 modules with
their sections labeled A to E.

e In the VIDAS 2 loading plan, click on the VIDAS 1 icon (colored and
enabled) to view the VIDAS 1 loading plan.

e In the VIDAS 1 loading plan, click on the VIDAS 2 icon (colored and
enabled) to view the VIDAS 2 loading plan.

You must then load each chosen section with the appropriate reagents and
samples using the loading plans shown on the screen.

The load help screen (mark 1) enables you to find an assay which has been
reserved or is being run, by searching for the patient ID or the sample ID.

o Select the "Patient” or "Sample" option box.

o Enter the information manually or using the bar code reader. You must
respect upper case and lower case characters.

e Press <TAB> to quit.

The corresponding section is automatically selected and displayed on the
screen.

The "Run" icon is used to start a section.

The "Run all" icon is used to start all the reserved sections in the VIDAS
module.
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Printing

e To print the loading plan displayed on the screen, click on this icon.

Loading report
VIDAS : 2 Technician : Robert Printed on Aug 02 2005 13:57:14
Section  Position Assay Dilution Patient ID Patient name Sample
A:497 1 HCG S1
2 HCG S1
3 HCG C1
4 HCG MOR564 MORTON 123564
5)
6
B:498 1 HBS S1
2 HBS S1
3 HBS C1
4 HBS C2
5 HBS MIL251 MILLER 659251
6
Cc 1
2
3
4
5)
6
D 1
2
3
4
5
6
E 1
2
3
4
5)
6

Fig. IV 17: Loading report (example)

Quitting the menu

e You can return to the loading menu at any time by clicking on this icon.
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Running assays

There are three different ways to run assays:

— at the time of reservation of a section (see "Manual reservation" on page
4-25).

— using the individual mode,

— using the complete mode.

Individual mode

(?'. In the loading plan,
o e click on the "Run" icon next to the desired section.
The icon disappears.
The status button of the section concerned switches from "RESER" to "VERIF".
04:07 PR It then changes to "busy" (analysis end time is displayed).

Complete mode

In the loading plan,

e click on the "Run all" icon to start all the reserved sections in the VIDAS
module.

The "Run" icons of each section disappear.

The status button of all the sections of the VIDAS module switch from "RESER"
to "VERIF".

If an error occurs on one of the sections run in complete mode, only the section
with the error will be jammed. To correct the error:

e Check what type of error has occurred (see the instructions on page 8-30,
"Error window").

o Reset the section to enable the assay to continue (see the instructions on
page 8-28, "Resetting a section").
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Errors

The instrument and reagents are checked for errors. If an error occurs, the
section concerned changes to red and displays the type of error.

Operating errors or errors occurring during analysis, are described in "Error
window" on page 8-30 as well as in Chapter 12 "Troubleshooting".
Halting an assay

You can halt an assay that is being run in one or several sections. This
procedure is described in the "Instrument" menu on page 8-28.
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Emergencies

The "emergency" configuration consists in assigning one or several sections
that remain at the user’s disposal for use when one or several assays have to
be run rapidly before the others.

A section assigned to emergencies can only be loaded manually.

How to assign sections to emergencies is described in "Assay assignment" on
page 8-43. The aim of this operation is to enable you to use sections reserved
for emergencies only in the case of manual reservation of a section. The
complete and individual reservation modes will not affect sections reserved for
emergencies.

A section assigned to emergencies is shown in the figure below (mark 1 -
example of section C of the VIDAS 1 module).

Loading > Complete demographics ﬂ!'

Clear .
SampleID | Patient name | origin | )i

Patient ID | Date of birth. I Dilution |1 Resere [v|

Assay

Manual assignment 1l

PatientID | Assay| Dil Sample | ord [ii) ‘;'13“ ‘;'13“ ‘;El“ :E;‘M ;*9'1;; =
EIN254 HBS 1]61254 1 o022 micsrs || comis r
HIGaT4 FER 1]e6374 1 ST TR T TR TR i
DAYSE63 199 1]99563 c i LI by 51 51 1 23571

HES 1]e 3 0:38 LT
HBS 1]cz 1 I B TSH TSH TSH
HBS 1051 1 51 c1 51 23789
00:31 VERD789
HBS 1]s1 1 T
M 61252
0131 | gpmzez
a5
< | i =

1599

o1 : 2 o'\

Fig. IV 18: Section assigned to emergencies

VIDAS® PC User's Manual 4-35



Instructions for use
Emergencies

Reserving a section and running an assay

Technician

MORTOM Andrew

Feseme .
RE=ER

Start immediately .

e Load the assays in predefined sections.

e Click on the "EMERG" status button corresponding to the desired section.

The "Section Reservation" window appears.

| bioMérieux

Section Reservation

Select a section
VIDAS 1 section B

Technician

NORTOMN Andrew

Strips and SPRs in place 7

Start immediately .

Reserve . Cancel.

e In the "Section Reservation" window, click on the number of the predefined
section to be reserved.

The technician’s name is displayed.

e Click on the "Reserve" button if you only want to reserve a section (the
"Section Reservation" window disappears).

The section status changes to "RESER".
or,

e Click on the "Start immediately" button if you want to reserve a section and
run it immediately (the "Section Reservation" window disappears).

Note: Check that reagents and samples are in place before starting the assay.
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Modification - Deletion

Modification of an assay

The "Modification" function enables you to modify an assay in the job list or in a
predefined section.

This function is shown in the following figure.

1.

Selection of an assay. Assay selection zone: from the job list or a
predefined section.

Entry zone. The assay data are displayed in the entry zone and can be
modified.

Modification. Validation of the new entry.

Loading > Complete demographics  FAMES

Sample 1D | Patient name | Qrigin l_ X |1_
Patient ID | Date of birth Dilution _|1 Reserve F

ASSay

Patient ID | Assay 4]
EINZE4 HEis 1]p1254 1 W ooz ema Nemies
HIGAT4 FER 1]BEaT4 [ = 7 e — e
DAMEE3 189 199563 c i 1 §1 s1 o1 2Em
Hes 1]et 1 00:38 TIL5T1
HBS 1]c2 1 TSH TSH 'ToH TSH -
HES 151 1 ul]lﬂ”jl 51 1 51 23789
HEs 1]s1 1 e VLT
| 51252
01:31 | gprzez
it
15|
I | | 2l J'
—

Fig. IV 19: Modification of an assay
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e Click on the assay to be modified in the job list or in a predefined section.

The assay appears in inverse video in the job list or on a blue background in the
predefined section.

e The assay data are displayed in the entry zone and can be modified.

e Enter the new data.

M odify . e Click on the "Modify" button or press <F11> to validate the new entry.

If you try to modify information such as the patient's name or date of birth, the
following dialog box will display.

& : i

This patient already exists.
Confirm the modification of
information.

ves o [l

e Click "Yes" to confirm the modification.

e Click "No" to cancel.
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Deletion

The "Deletion" function enables you to delete one or several assays in the job
list or in a predefined section.

An assay in a predefined section cannot be deleted without first having been
transferred to the job list.

1. Transfer of assays to the job list.

2. Deletion.

Sample ID
Patient 1D

Assay

Loading » Complete demographics [HEER J

Fatient name
Date of hirth |
Sex - [l

Origin

=

Dilution |1

&

Resere W

PatientID | Assay| Dil. Sample Or. R
e e =i 51 51 c1 86374 39157
| 22 HICI74 || CURIST
HIG3T4 FER 186374 1] I 71 e i T
DAVEB3 189 198563 c [t 51 51 51 P 23511
HBS 11 1 00:34 TILT1
—_— e e
HBs 1]c3 1 s [ TSH TSH TSH
s1 c1 51 23789
HBS 181 1 b
HBS 181 1 =
) [
51252
01:31 |l gprzsz
2

Fig. IV 20: Deletion of an assay
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Deletion of an assay from the job list

e Select the assay you want to delete (it will appear in inverse video) and click
on the "Delete" icon.

To delete a continuous list of assays:

e Click on the first assay and then on the last assay holding the "Shift" key
pressed down. The list to be deleted appears in inverse video.

e Click on the "Delete" button.

To delete several assays:

e Click on the first assay and then on the other assays holding the "Ctrl" key
pressed down. The selected assays appear in inverse video.

e Click on the "Delete" button.

Regardless of the deletion mode, a confirmation message is always displayed to
enable you to confirm the deletion.

Ij, Question

Confirm test deletion 7

ves o [
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Deletion of an assay in a predefined section

YL

81|

00:31

YL

Halting an assay

Transferring an assay from a predefined section

e Select the assay to be transferred in the predefined section you want to
modify (the assay appears on a blue background),

e  Click on the "Transfer" button.

The assay disappears from the predefined section and returns to the top of the
job list where it can now be deleted.

Transferring a predefined section

e Select the predefined section by clicking in the white background next to the
predefined section button.

o Click on the "Transfer" button.

All the assays loaded in this predefined section are returned to the top of the job
list and the predefined section is cancelled. The assays can now be deleted.

You can select several predefined sections and/or several assays
simultaneously.

You can halt an assay that is being run in one or several sections. This
procedure is described in the "Instrument" menu on page 8-26.
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5 Updating a VIDAS assay

Introduction

This chapter describes how to perform the VIDAS PTC (Protocol Test Change)
update.
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Purpose of the PTC update

Purpose of the PTC update

This update enables you to transfer assay data to the VIDAS instrument when a
new assay is used or when an existing assay is updated.

Updating

IMPORTANT!  The update is stored in the VIDAS for further use of the assays

Preliminary instructions

Note: This update can only be performed by the laboratory administrator.

e Before performing the update, make sure that:

no assays are running,

no reagents (strips and SPRs) remain in the strip sections and SPR
blocks,

printing is not in progress,
the printer is turned on,
the bar code reader has been installed and configured.

If not, see Chapter 4 in the VIDAS Instrument User's Manual and follow
the installation instructions,

the reagent kit package insert is in good condition; to be readable the bar
codes must be complete, unstained, and untorn.

If they are not, call bioMérieux® Technical Assistance or your local
bioMérieux representative.

Once you have checked all these points,

e Open a VIDAS PC session using a user name and password belonging to
the "VIDAS_ADMIN" group.

5-2
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Reading PTC update cards

The PTC update cards are printed at the back of the assay package insert.

To read the PTC update cards:

From the main screen,

e click on the navigation tree,

e select the "Configuration" menu.

The "Configuration" menu window is displayed.
1. Select the "Assay Activation" function.
2. The assays are displayed on the screen.

3. Click on the PTC card reading button.

[ vIDAS - Configuration - Assay activation

* Rouling Assays Full name:
# Assay assignment 7 XEA] x
® Profiles 7 CA153
LLinkEC . STETE]
(2l HbAle
} A Antibody Detection
7 AFP AFF
AG Anfigen Detection
[ B2M B-2 Micraglobulin
v CaM Campylobacter
7| CDA2Z C. difficile Toxin Al
(B CDAE _|Cadifficlle Toxin A & B
v CDAB __|Cudifficile Toxin A & B
~ CDB C.diffitile Toxin A Block
(2l CEA CEA
g CH Chlamydia Blocking Assay
CHBZ Chlarnydia Blocking Assay Y 4
(2)
(] cH Chlamydi N\ }
I} CKMB__[CKMB
> CWVG_ [CVIgG
C CWVG  [CMYIgG
~ CMVM__ [ChYIg
© ChVU_ [GhV19G Avidity
(G2 [CMVU_ [CMY IgG Avidity
“B3  |[CORT _|Corfisol
|Foz_ bD2 -Dirner Exelusion
¥ 36 G igoxin
MCcK_[E2ll Estradiol I
Vs [ECO E. toli 0157
¥ /CE__|FER eritin
MDA FPSA REE PSA
VAR |FSH SH =

— ~ —
[Karpas) 1 o

Fig. V 1 : "Assay activation" function

VIDAS® PC User's Manual 5-3



Updating a VIDAS assay
Updating

The update cards reading screen is displayed. It is divided into two parts:
1. Reading status. Describes the status of the current reading.

2. Reading instructions: follow these instructions as they appear during the
update procedure.

bioMeérieux

Read assay update card

Reading status @
‘Total number of bar code(s); 7

; Barcude(s) successiully réa'd:'."?'

Please read one bar code.

Save I Cancel I

Fig. V 2 : Assay update card reading screen

e Take the page in the package insert that includes the bar codes (back of the
package insert).

e Read the first bar code using the reader: slowly scan the bar code from top
to bottom and from bottom to top until the code has been read completely.
The reader emits a beep and a green LED lights up when reading is
finished.

For further information, see section "Recommendation for use of the bar
code reader" in Chapter 3.

Fig. V 3 : Examples of bar codes

o Wait for a few moments to allow data to transfer.

Note: The first reading may take a while as you need to become familiar with the use of the
reader. Continue until reading is sucessful.
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When reading is performed correctly, the reading screen is updated. It shows:

1. The total number of bar codes to be read and the number of the code
already read.

Notfte: If the codes are not read in numerical order, the software indicates the number(s) of the
missing bar code(s) which need to be read to complete the update.

2. The number of the bar code(s) still to be read to complete the update.

bioMériewux

Read assay update card

Reading status
[ “Total number of bar code(s): 2 ]

©

Bar codels) successiully read: 1

Please read missing bar code(s): 2

O)

'Savel Cahcell

Fig. V 4 : Status after reading of the first bar code (example)

e If necessary, read the following bar code(s) using the bar code reader.
o Wait for a few moments to allow transfer of the data.

e Repeat the reading and waiting steps until all the codes required to update
the protocol have been read.
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Updating

Bar code reading may fail if

The code was not correctly read by the reader.

The code is unreadable (incomplete, stained, or torn).

The code read does not belong to the series of codes for the current update.
You should only read codes belonging to the same series.
If code reading fails, the following message is displayed :

bioMeérieux

‘1 Error

Invalid bar code, please
read it again.

e Click on "OK".
e Solve the problems described in the above message.

e Repeat the bar code reading.

When reading is complete, the reading screen summarizes the status of the
update.

bioMérieux

Read assay update card

Reating status
‘Total number of bar code(s): 2

Bar code(s) successfully read: 1, 2

All the bar codes have been read.

Sa\tel Cancell

Fig. V 5 : Status after reading of the last bar code (example)

e Click "Save" to save the update.

o Wait a few moments for the data to be saved.
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Note:

An assay update report is printed. It contains the information about the assay
update.

Assay update report

Completed: Printed on: Aug 29 2005 12:19:23

Short assay name : TXG
Unique assay code : FK
Full name : TOXO IgG IV

Assay version : 1
Update card version : 1
Units

1. UI/ml

2. IU/ml

Low detection limit: O
High detection limit: 300

Messages and interpretation thresholds:
Refer to the package insert

Please keep this report. Communicate data to your LIS
Administrator

Page 1/1

Fig. V 6 : Assay update report (example)

The following message is displayed to confirm that the update was performed
sucessfully.

bioMérieux
F
A Information
Assay update successful.

Please update your LIS
if necessary

o« [l

o Keep the update report.

e Inform the LIS of the update (if this service is used by the laboratory).
The protocol can now be used for the analyses.

If a user repeats a protocol update, it will not have any effect on the initial update.
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6 Calibration

Introduction

This chapter deals with the calibration and recalibration of the VIDAS.
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Calibration
Calibration / recalibration

Calibration / recalibration

IMPORTANT!

Calibration of the VIDAS reagents is performed at the factory.

Recalibration is performed upon receipt of a new lot of reagents and then every
14 days. This operation enables the master lot curve or the initial reference
parameters to be readjusted.

If the configuration used includes two VIDAS modules, the calibration will apply
to one single VIDAS module (calibration of the VIDAS 1 module will not be
applied to the VIDAS 2 module).

The calibration and recalibrations for a same lot are all stored in the VIDAS
memory.

The following are required to perform calibration and recalibrations on the
VIDAS:

— the MLE (Master Lot Entry) card,
— one or several calibrators (replicates or standards) called 81 and S2,
— the control(s) identified by C1, C2 and C3.

VIDAS PC can store up to 4 calibrations for a particular lot and a particular
assay. Only the last calibration is used.

Controls must be systematically performed at the time of recalibration.
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Calibrators

Calibrator(s) are reagent bottles provided with each reagent lot.

They are identified by VIDAS PC as S1 and/or S2.
This identification is indicated on each bottle.

The calibrator must be tested in single, duplicate or triplicate (depending on the
procedure) upon receipt of a new lot of reagents, and then every 14 days. It
must be dispensed in the sample well (same volume as the sample).

A single RFV or the mean RFV of the calibrator duplicates or triplicates is stored
in memory and is printed on each result sheet. This value is used for the
calculation of results.

For certain assays, calibration is not required. The controls are recommended to
check that the kit is intact.

How to calibrate

For each new lot:
o Enter the MLE card data (see page 6-9).

e Run the calibrator in single, duplicate or ftriplicate (according to the
procedure).

Note: In the Loading menu, the calibrators should be grouped together, but not necessarily in a
new section.

The controls included in the kit must be performed at the same time as they
enable verification of the calibration accuracy.

Every 14 days,
e Rerun the standard(s) and controls included in the kit.

The VIDAS automatically checks the standard and control values; this
verification validates the calibration.
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Obtaining the master lot curve

The principle consists of determining the mathematical equation which
represents the calibration curve, i.e. the relationship between the RFV and the
concentration of the standards.

Well-defined reference solutions (standards) are used to make this
determination. The calibration curve is established using 5 to 11 standards. It is
valid between zero and the standard with the highest titer.

Three mathematical models can be used to establish the master lot curve:

1. 4 logistic parameters or Rodbard model

al - a4
RFV = e + a4
1+ (c/a3)az2

2. polynomial
In(c) = a1 + a2 RFV + a3 RFV2 + a4 RFV3

3. semi-log
RFV = a1 + a2 In(c)

¢, represents the concentration

al, a2, a3, a4 are the mathematical parameters of the model. They are
recalculated for each calibration.
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For the VIDAS, calibration is performed during the production of each new lot of
SPR®s and reagents. Each lot is associated with a particular mathematical
model.

To determine the master curve, the standards are tested in seven different runs
on the same VIDAS instrument.

RFVY

3500

3000 —

Fig. VI 1: Master curve

The mean curve of these seven runs becomes the master curve. The master
curve is specific for a certain manufacturing lot and biological parameter.
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Establishing the Master Curve

Each kit includes the Master Curve in the form of bar codes containing the
following information:

— Several RFV levels, corresponding to several standards (generally 4)
defined in the software. The master curve is restored using several points;
mathematically, this is sufficient in all cases. The levels of concentration of
these standards are known to the VIDAS PC software and are specific for
each assay.

For instance, for FER, Std1 =5, Std2 = 150, Std3 = 500, Std4 = 1200 ng / ml.

The VIDAS PC software calculates the total curve from the concentrations and
RFV.

In case of dual calibration, two master curves are obtained for a same
test.

A
CALCULATIONS
0 R IS \
:
RFV3 | C o ____ :
Card : :
RFWZ bommmm e I :
| | 1
| | 1
RFVI | _ | | ;
| | ! 1 =3
Stel Std2 Stl3 Stdl4
L 7
'
VIDAS PC SOFTWARE

Fig. VI 2: Establishing the master curve
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Recalibration

Recalibration consists of establishing a calibration curve from a reference curve
and a standard. The reference curve is the master curve used to calibrate
reagent lots.

Before use, it must be readjusted to compensate for any minor variations in
assay signal between the VIDAS modules and any possible alteration of the
reagent Kit.

This readjustment is called recalibration. It brings into play the factory master
curve and the calibrator RFV level.

RFV
3500

3000 —

2500 —

2000 =

1500 — -

1000 A

s500 —

[i] 1 1
150 225 00
ul/mi

Fig. VI 3:Recalibration of the master curve

Recalibration is valid for 14 days, after which, the software requests another
calibration (reading of the standard). To avoid any deviation, the master lot
curve is the one set in the factory and not the last curve readjusted. The
software can perfectly manage simultaneous use of several master curves
corresponding to different lots.

A CV% for each duplicate or triplicate is calculated to ensure coherence of the
recalibration.
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Controls

Controls are included in each reagent kit.

They must be performed immediately after opening a new kit to ensure that
reagent performance has not been altered.

Up to 3 controls (C1, C2 and C3) can be run together with the calibrators S1 and
S2 every 14 days to validate the calibration.

In general, the positive control is identified by C1 and the negative control by C2
(for qualitative assays only).

The identification of the calibrator(s) and controls is indicated on each bottle.
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MLE card (Master Lot Entry) or specifications sheet

The MLE card contains all the information required to perform calibration, as
well as data which enables the reagents’ shelf life to be checked.

Presentation

The MLE cards are shown in the figures below.

I
zL
L
L

o © o~ 5] m o ~ow ~ -
Qa & & 8 B B ¥ B ¥ &8 ;@ B R B a v
= "R 8 8 8 8 W R R VK 8=z 8 8 N
2 8 28 X R B ¥ 8 B 2 B R o B & 2
S &R &8 8 8 8 8 R B &% 5 mn » 8 & 2
2 &8 8 8 R R 8 B B g g =& R & 2
8 8 R R R 8 8B 8 g 5 3 2 8 R
EERRERERRRRERRE
-~
2 e s s nos o8& a2 saas s 8
= Assay : TXM Lot:011111-0
o Control 1 (+) Test Value Range : 120 -- 210
Ig Control 2 ( - ) Test Valuz Range : <054
> Standard (S1) RFV Range : 310 -- 850
Standard ($1) Maximum €V (%) : 15.0

30202 VIDAS TOXO IigM
bioMérieux sa 69280 Marcy |'Etoile France

Fig. VI 4: MLE card (qualitative assays)
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- - -
b s ) Xl =3 [~ " o M o r -
o [ B R 2] = = B
L g 8 g E‘c 2 E g e B T g =) E 8o oo I
BB 5 =2 @2 B = Bk BT a2 5 = g g 9w
B & B 2 B B B B 0 o5 B 2 > 45 @
E B o3 B @& B &B B B 5 0@ @ 3
e B o8 B o3 B B B B o5 O o= B
65 B B & o B &8 B B g2 frma K B
B B O B @9 Bk B B B B L 5 & 83 < O
[ I I - N~ - S - - R I T~ - R R
- Seeay : ABG Let - 010701-0
A Standard RFY Values: 417, 1559, 2457, IEEE
o Calibration Methed @ 7
'"v  calibrator [$1) Dose Walue: 168,00 Uil
Control 1|+ | Dose Value Range : 2300 - E5.00 Uliml
Control 2 [ - | Dose Value Range : 21999 Liml
Calibrator [31] RFY Ranga 1100 - B100 Maw CV (%] 150

30213 VIDAS RUB IgG
bicMérieux sa 69280 Marcy |'Etoile France

Fig. VI 5: MLE card (quantitative assays)
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Composition

The MLE card is specific for an assay and a reagent lot and includes:
— For qualitative assays,
— assay code (Assay),
— reagent lot number (Lot),
— range values for the calibrator RFV (fluorescence) Standard RFV Range,

— range values for the controls included in the kit (Control Test Value
Range),

— maximum variation coefficient of the calibrator RFV duplicates or
triplicates (Standard Maximum CV (%)).

— For quantitative assays,
— assay code (Assay),
— reagent lot number (Lot),

— RFV values corresponding to calibrators defined in the software and
enabling the master curve to be restored (Standard RFV Values),

— the calculation method used to plot the master curve (Calibration
method),

— concentration level of the calibrator (this level, which can vary slightly
from one lot to another, is essential for the calculation of the correction
factor), (Calibration Dose Value),

— range values of the control(s) included in the reagent kit (Control Dose
Value Range),

— range values for the calibrator RFV (fluorescence) (Calibrator RFV
Range),

— maximum variation coefficient of the calibrator RFV duplicates or
triplicates (CV (%)).

— For dual reagent strips (without calibrator),
— assay code (Assay),
— reagent lot number (Lot),

— range values for the control(s) included in the reagent kit (Control Dose
Value Range).
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"Calibrations” menu

In the main window, or another window,

e click on the "Calibrations" icon,

or,

in the main window,

e click on the navigation tree and then,

e select the "Calibrations" menu,

or,

e click on the flashing icon which indicates an expired calibration.

Notfte: This command selects the display mode for expired calibrations.
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The calibrations window shows the different operating commands for the
"Calibrations” menu and enables you to view the status of calibrations stored in
each VIDAS module.

1. Deletion of stored calibrations. See Deleting calibrations on page 6-24.

2. Recalibration of expired calibrations. See Calibrations to do on page 6-
18.

3. Entry of MLE card data. Gives access to the menu for entry of the MLE
card data (see Entry of MLE on page 6-14).

4, Display of calibrations. Three groups of calibrations can be viewed (see
Displaying Calibrations on page 6-18) :

— expired calibrations displayed as "To do",

— all calibrations.

5. List of calibrations. This table can be selected using the display mode
buttons.

Instrument | Assay|  Status Lot Date Time | Expiration | Conf | 81 RFV| 52
vidas 1 HBECT |valid 010228-0 07¢27/2000 [16:56 Pht|0&10/2000 Mo 712
Vidas 1 CEMB |Valid 000629-1 07/26/2000 [15:03 PM 08/09/2000 |Yes 425
Vidas 1 8T Walid 010123-0 07726/2000 |14:49 PM 08/09/2000 |Yes 1174
vidas 1 CMYG |Valid 0101171 0772702000 |[16:33 PM 08/10/2000 |Yes 2424
idas 1 HAVT |Yalid 0105030 07r23/2000 |15:03 Pht| 080672000 |Yes 2300
vidas 1 RBG  |Valid 0008131 07¢26/2000 [14:23 PM|08/05/2000 |Yes 2450
widas 1 153 |valid 000807-0 07¢26/2000 [12:13 PM| 020972000 |Yes 2225
Vidas 1 FPSA |valid 010413-0 07726/2000 |16:09 PM 08/09/2000 |Yes 3900
Yidas 1 TES |alid 0101130 07/26/2000 |14:09 Ph|08/09/2000 |Yes 1625
idas 1 P24 |Yalid 0010050 OFF26/2000 |09:22 AW | 08/09/2000 |Yes aon
vidas 1 THI Walid 010321-0 07¢26/2000 |14:04 PM 08/05/2000 |Yes 2725
Vidas 1 CAM  |Valid ooo7o7-0 077282000 |14:43 PM|08111/2000 |Yes 2400

Fig. VI 6: Calibrations window (example)
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Entry of MLE card data

MLE card data can be entered in three different ways:
— automatically by the VIDAS,
— manually,

— using a hand-held bar code reader.

Automatic reading by the VIDAS analyzer
W In the calibrations menu,
L e Click on the "MLE card entry" button.

The "Read MLE card " window in Fig. VI 7appears.

Read MLE Card v, g
Card selection Saction VIDAS

Read values

{complete manually if necessanyd

i el
10:
ki
i
i
14:
(i
16

Save l Cancel l

m - B L) R

Decode |

Fig. VI 7: Read MLE card window
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e |n the "Selection" zone, select the VIDAS into which the MLE card will be
inserted (VIDAS 1 or VIDAS 2).

Note: If two VIDAS modules are connected, the MLE card can be read by either one
of the modules regardless of the module to which the assay has been
assigned.

e In the "Section" pull-down menu, select the section of the module into which
the MLE card will be inserted (A to E).

e Click on the "Reading" button after having placed the MLE card in the card

stand of the VIDAS module section.

If the result of the reading is correct, all the MLE card data will be displayed in
the "Read values" zone (see Fig. VI 7).

e Check that this master lot data corresponds to that of the MLE card.

e C(Click on "Save" to save the MLE card data, before returning to the
Gava I "Calibrations" menu. The MLE card data are then automatically printed.
The calibration will be displayed in the expired calibrations window.
or

I e Click on "Cancel" to stop entry of MLE card data and return to the
Cancel "Calibrations” menu. The MLE card data will not be saved.

If the result of the reading is not correct, an error message will inform you that
the VIDAS was not able to read and interpret the MLE card data.

In this case, you must either enter the missing data manually, or reperform
automatic reading of the MLE card data.

If an incorrect value is entered, VIDAS PC will delete the content of the entry
zone concerned and the corresponding alphanumeric code will have to be
entered manually.

CAUTION! "O" and "I" are letters.
"g" and "1" are the digits zero and one.
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Manual entry or entry using the bar code reader

o

CAUTION!

Decndel

Save l

Cancell

Manual entry of the MLE card data, or entry using the bar code reader is
performed if:

— the VIDAS cannot read the MLE card,

— none of the VIDAS sections are available.

In the calibrations menu,
e Click on the "MLE card entry" button.
The "Read MLE card " window in Fig. VI 7appears.

e Enter the MLE card bar code data manually (data numbered from 1 to 16).

With manual entry of the MLE card there is a risk of error. Make sure that
you enter the lines in exactly the same order as they appear on the MLE
card. Letters should be typed in upper case.

e Click on "Decode" to display the data entered manually.

e Make sure that the data displayed on the screen correspond exactly to the
data printed on your MLE card.

If data entry is not correct, an error message will inform you that the VIDAS
was not able to read it. You will then have to reenter the data. If the data is still
not correct, VIDAS PC will delete the content of the entry zone concerned.

Once they have been decoded,

e C(Click on "Save" to save the MLE card data. MLE card data will then be
automatically printed.

The calibration will be displayed in the calibrations to do window.
or

e click on "Cancel" to stop entry of the MLE card and return to the
"Calibrations" menu.

6-16
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Printing

Data on the MLE card are automatically printed when you save them;
= nevertheless, they can be printed manually.
ﬁ' In the MLE card reading window (see Fig. VI 7), before saving the data,

e click on "Print" to print the MLE card data displayed on the screen.

MLE Card Data
Printed on Aug 02 2004 14:08:01

Strip lot : 050509-1

Assay : TXG

Standard RFV Values : 448, 1869, 3183, 3852

Calibration Method : 7

Calibrator (S1) Dose Value : 70.00 Ul/ml

Control C1 Dose Value Range :25.00 - 40.00 Ul/ml

Control C2 Dose Value Range : <= 7.00 Ul/ml

Calibrator (S1) RFV Range : 1350 - 2900 Max CV % : 15.0

1:0C8G9BODV 9 :000000000
2 : 1HC2HU30F 10 : 000000000
3 : 705EG0000 11 : 000000000
4 : 0P2T0Q8HO 12 : 000000000
5: 0000NOTO00 13 : 000000000
6 :00000012X 14 : 000000000
7 : 297470000 15 : 000000000
8 : 000000000 16 : 00000000A

Fig. VI 8: MLE Card report (example)
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Displaying Calibrations

Calibrations to do

The list of calibrations to be done can be accessed in two different ways:

e |n the "Calibration" menu, click on the "Calibrations to do" button.

or

e In any menu, click on the flashing "Expired calibrations" icon if it appears (to
the left of the status bar at the bottom of the screen).

The following window appears.

Calibrations EHEE i

To do Instrument Assay Lot Expiration
v Vidas 2 CHL 010124-0 26/01/2001
v Vidasg 2 CDAZ 010814-0 2410172001
rdl Vidas 1 FER 010703-0 2440172001

: =4 : 2 O\ 1544

Fig. VI 9: "Calibrations to do" window
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The data displayed for calibrations to be done are the following:

— the "To do" box which you have to select if you want to recalibrate the lot for
which the calibration has expired,

— the VIDAS module in which the calibration takes place,
— the assay code,

— the lot number,

— the calibration expiration date.

Note: This menu displays the tests for which only the MLE card has been read. In this case, only
the assay code and lot number are displayed.

|7 The "To do" box is deselected by default for each of the calibrations to be done.

e Select the test(s) to be recalibrated.

e Click on the "Recalibration" icon.

All the necessary standards/calibrators and controls are automatically created in
a predefined section if the "RESERVE" check box is enabled. If not, they are
created in the job list.

- -
Note: The "Delete" ‘.':';‘ icon enables one or more expired calibrations to be deleted (See
Deleting calibrations on page 6-24).

VIDAS PC disables the deleted calibrations. On the "All Calibrations" screen their status is
"Archived” and they can no longer be used. All the associated results are stored.
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Current calibrations

e |n the "Calibrations" menu, click on the "Valid calibrations" button.

The list of valid calibrations appears in a table and includes all currently valid
calibrations.

Calibrations FIFEI

Instrurnent | Assay Expiration
Vidas 1 |HBCT |valid 010228-0  |07/27/2000 [16:56 PM| D81 0/2000 [Mo 712
Vidas 1 |CKMB valid 0006281 |07/26/2000 [15.03 FM| 08/08/2000 |Yes 425 Sliiate
Vidas 1 |ST 010123-0 | 07/26/2000 |14:49 P 08/08/2000 [Yes 1175 Ehisie, 5
Mean 31:2425
Vidas 1 |HAYT |valid 010503-0 |07/23/2000 [15:03 PM 08/06/2000 |Yes 2600 Hal R
vidas 1 |REG |valid 0008131 |07/26/2000 |14:23 PM| 08/08/2000 |ves 2450 S
vidgas 1 |153  |valid 000607-0 | 07/26/2000 [12:13 PM| 08/08/2000 |ves 2775
vidas 1 |FPSA |valid 0104130 |07/26/2000 |16:09 PM| 08/08/2000 |ves 3900
vidgas 1 |TES |valid 0101130 |07/26/2000 [14:09 PM| 08/08/2000 |ves 1625 o
vidgas 1 |P24 |valid 001005-0 | 07/26/2000 |09:22 AM | 08/08/2000 |ves 900
vidgas 1 |TNI_ |valid 010321-0__|07/26/2000 |14:04 PM| 0B/08/2000 |ves 2775
vidgas 1 |cAM |valid 000707-0 | 07/26/2000 |14:43 P 0B/11/2000 |Yes 2400 3703
2529
1264
100 200 200
Uil

Fig. VI 10: "Valid calibrations"” window
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The table includes the following information:
— the VIDAS module in which the calibration takes place,
— the assay code,
— the status of the calibration,
IMPORTANT! The calibration status can either be, VALID if calibration was performed

less than 14 days ago, or INITIALIZED for assays using dual reagent
strips, as they do not require a standard.

— the lot number,

— the date on which the current calibration took place,
— the time at which the current calibration took place,
— the expiration date of the current calibration,

— the conformity of the current calibration,

Note: A calibration is said to be "conform" if it was performed according to the specific
recommendations of bioMérieux® (see the package insert for each assay).

— the mean RFV of the standard(s).

Each calibration can be selected to obtain further information or for deletion (see
Deleting calibrations on page 6-24).
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Note:

The following window shows the type of data obtained after selecting a
calibration.

1. Select a calibration. Click on the calibration you want to select (the
selection is displayed in inverse video).

2. calibration details. Including:

the type of standard used,

the full name of the assay,

the conformity of the calibration to procedures established by

bioMérieux®,

the mean fluorescence value (or RFV) of the calibrator duplicates or

triplicates,

the standard RFV values,

the calibration curve and the recalibration point reported on the curve.

The fluorescence curve only exists for quantitative assays. Certain assays can have two
calibration curves.

Instrument | Assay|  Stalus Expiration
Vidas 1 HBCT |Valid 010228-0 07727/2000 |16:56 Ph 081062000
Vidas 1 CKMB |Valid 000629-1 07f26/2000 |15:03 PM 08/082000
Vidas 1 010123-0 07726/2000 |14:49 PM 08/082000

il C 010117-1 1] 0 0
Widas 1 HAVT |Valid 010&803-0 07/23/2000 |15:03 PM|DB/O062000
Widas 1 RBG |Valid 0o0g13-1 O7/26/2000 |14:23 PM|DB/0R22000
Widas 1 183 |valid 000607-0 O7/26/2000 [12:13 PM|DB/O0R2000
Widas 1 FPSA |Valid 010413-0 O7/26/2000 |16:08 Ph| 08082000
Widas 1 TES  |Valid 010113-0 07/26/2000 |14:08 Pw| 08082000
Widas 1 P24 |Valid 001005-0 07/26/2000 |09:22 A | 08082000
Widas 1 Tl |Valid 010321-0 07/26/2000 |14:04 Pw| 0840842000
Yidas 1 CAM | Valid 000707-0 07/28/2000 |14:43 Pw| 08/ 142000
1] ] 24I

Calibrations EMIE

Curve
CMV [9G
Conf. : Yes
Mean 51:2425

RFY 5122400

REV 51:2450 @
RFY

ricks

2528

1264

100 200 300

UAiml

1 2 R
e 118 o

Fig. VI 11: Calibration details
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All calibrations (valid and expired)

e |n the "Calibrations" menu, click on the "All calibrations" button.

The "All calibrations" table includes the list of current and expired calibrations.

You can obtain additional information for each of the calibrations listed in the
table.

The VIDAS PC software stores in this table, the current calibration and the last
three calibrations used for a same lot (valid or expired).
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Deleting calibrations

To delete a calibration,
e Select one or more valid or expired calibrations.

e Click on the "Delete" icon. A confirmation message will enable you to
validate the deletion command.

bioM érieux

A .
A Question

Do you really want to delete this

calibration 7
o [

Yes

e Click on "Yes".
The calibrations selected are deleted from the list.

Note: For certain assays that use the same type of strip (eqg: HBE, HBET), it is not possible to
delete one calibration without deleting the other.

The following dialog box displays when one of these two calibrations is valid.

bioM érieux

Calibrations HBE and HBET linked.

o[l

Delete both or none.
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Other recalibration methods

First method :

If the assay requested has not been calibrated or if it has no valid calibration,
VIDAS PC automatically creates the calibrators and controls required and
records them in a predefined section if the "RESERVE" box is selected, or to
the job list if the "RESERVE" box is not selected.

Second method:

In the "Loading" menu, you can perform a calibration regardless of the current
validity.

Sample ID
: e |n the "Sample ID" entry zone, enter the letter "S",

ss3 i i
hesay — ¢ In the pull-down assay list, enter the assay to be recalibrated,

e Click on the "Create" button " or press <F10> (keyboard shortcut).

VIDAS PC automatically creates the necessary calibrators and controls and
Resere v records them in a predefined section if the "RESERVE" box is selected, or to
the job list if the "RESERVE" box is not selected.
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Introduction

This chapter describes the "Results" menu.
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Calculating results

Calculating results

Qualitative assays

Quantitative assays

The result of a qualitative assay is determined by comparing the test value to
one or two preprogrammed thresholds. This test value is calculated in relation to
the calibrator which is retested every 14 days.

Depending on the test value after comparison to the thresholds, the result is
considered to be:

— negative,

— positive,

— equivocal ...

There are two different types of configurations for qualitative assays:
— single reagent strips,

— dual reagent strips.

Reading of the MLE card data enables a master curve to be determined.

This master curve must be adjusted using a calibrator each time a new lot of
reagents is used and then every 14 days.

At the end of an assay, the fluorescence value of the sample is recorded on the
stored calibration curve for each assay and each lot.

This fluorescence (or RFV) is interpreted as a concentration. The result is given
in the unit chosen by the user (see "Units" on page 8-46).

Serologic tests are interpreted in comparison with thresholds stored in the
memory.
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Results menu

The results menu enables you to display and run the assay results stored in the
VIDAS memory.

To get to this menu,

In the main window, or in any other window,

e click on the "Results" icon,

or,
In the main window,

e click on the navigation tree and,

e select the "Results" menu.
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The following window appears.

Results FIMEI

RN D

W Qr ame Patient ID Sample Aszay| Resut Unit Dil Irterg VIDAS1 Section:A3 =
W |dil fshnd fshnd fshnd F5H 5,23 mulimi|1:1 |
i | dil fshd fshd fshd FSH 10,70 |mUlmI|1:2 | References
¥ g dd2nd ddznd dei2ng DD2|  B58.64 haiml |1:1 0 Mame : chlcal
¥ |a ddzd dd2d dd2d DD2| 3377.07|hgiml |1:5 o Sarnple 1D chicall:
W [u tand t3nd tand T3 1,62 [nmoll [1:1 C '
~ lu t3d t3d tad 13 3.47 nmolil_|1:2 C Assay references
z tesnd tesnd tesnd TES 0.88 |ng/ml |1:1 [s Chlamydia (CHL)
v tesd tesd tesd TES 1.72 |ng/ml|1:2 [ Technician - Morton
|t p24nd p24nd p24nd Pa4| 1279 poiml..|11  |POSITIVE|C Lot 030824-0
|t p24d p24d p24d P24| 4993 poiml..|1:4 |POSITIVE|C bt
= CHL 3499 Positive |¢;
e 5 Software varsion : DSVID)
@ |y 1 Positive |C Standard used L |
¥ |y c2 CHL -24 Megative | ¢ LR Ses
¥ o chical2 chical2 chilcal2 CHL 1050 Pasitive ! !
g o1 CHL| 3480 Pasitive E It petdtion
v c2 CHL 231 Magative | _Ne.gamve_ < 60 o
[k chical3 chicald chicald CHL 1850 Positive | Dl B
v b T HIv4 154 POSITIVE ‘Positive »= 60
™ b cZ Hiv4 0.05 Megativ

Results %
1

H

Fig. VIl 1: "Results" menu window
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"Results”" menu commands

Finishing date Date on which the search ends.
Duration Search period in days, weeks or months for which you want to display results.
K:} Refreshes the lists of assay results.

Selects all the assay results for one run (one single section or several sections
if they have not been run in complete mode) after previous selection of an
assay.

Validates and transmits the selected result(s) to the Laboratory Information
System (LIS).

Reloads selected assays in the job list to enable them to be reanalyzed.

Retransmits selected assay results to the LIS (in case the first transmission
failed).

Recalculates an assay result using the calibration defined by the user as
reference.

Prints the results of the search.

This function is used to export selected results (see Exporting results on page
7-10).
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Details of a result

Note:

W OF. Mame Patiert 1T Sample Assay Resuft Linit oil. Irterp.

[ [dil fshnd fzhnd fshnd FEH 5,23 mulimi]1:1 =
[ [dil fghd fshd fshd FEH 1070 [mliml|1:2

[ [ ddZnd ddzZnd ddZnd DDZ2 £58.64 hofml |11 &
[ [i dd2d dd2d ddzd DD2| 3377.07 haiml |15 (&
¥ u tand t3nd t3nd T2 1.62 [nmolil |11 &
v [u tad t3d t3d T3 347 [nmoll [1:2 (&
W [y tesnd tesnd tesnd TES 0.88 ho/ml |11 (&
W [y tesd tesd tesd TES .72 naiml [1:2 0]

Fig. VIl 2: Example of results
Assay results listed in the "RESULTS" menu contain the following:
— the validation check box (V),
— the origin (Or.),
— the patient name (Name),

— the patient ID or specimen (Patient ID),
With the "Industrial context" mode, the specimen appears in both the Patient
ID and the Name columns.

— the sample name (Sample),
— the assay code (Assay),
— the result (Result):

— quantitative assay: the value indicated corresponds to a concentration. It
is obtained by recording the sample RFV on the calibration curve stored
in the memory for each assay and each lot.

— qualitative assay: the value indicated corresponds to a test value (TV).
Please refer to the package insert for the calculation method.

Sample RFV
TV= ——  or TV = Sample RFV —Calibration RFV
Calibration RFV

If an assay is run using dual reagent strips, the calibrator RFV corresponds to the RFV of
the reference strip.

— result unit (for an assay) depending on the selected configuration (Unit),
— the dilution rate of the sample (Dil.) (for a quantitative assay),

— the interpretation (Interp.) (for a qualitative assay and a quantitative
serologic assay),

— status of the calibration and controls used for the lot (Status),
This status indicates any problems relating to the standards or controls (out
of range, not run etc.).

— the date and time of completion of an assay (Date),

— the section number (Section Nr.),

— the position of the test in the section (VIDAS 1 or 2, section A to E, position
1 to 6) (Position).
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IMPORTANT! The results of the reagent for checking pipette mechanisms are not
displayed on the screen. To analyze the results of the reagent for checking
pipette mechanisms, you must refer to the printed report and the package
insert included in the reagent kit, which indicate the acceptable ranges for
each lot.

Selecting an assay result enables you to display additional data relative to the
selected result.
e Click on the line you want to select.

The following window shows (on the right) the additional data concerning the
selected assay result (displayed in inverse video).

1. VIDAS used, the section number and the assay position
(e.g.: D2),
2. Patient’s references,
3. Assay references,
4. standard used:
— the fluorescence value of the standard.
5. Interpretation (according to the type of test),
6. Raw results:
— BKG (Background) corresponds to the value of the fluorescence of the
substrate before assay.
— RFV (Relative Fluorescence Value) fluorescence value at the end of the
assay minus the background value.

Results ﬂ!'

Patient 1D Sample Agsay Unit : VIDAS1 Section: A3
fghnd fshind fshind F3H 5.23 | mUlliml
fzhd fahid fahd FEH 10.70 | muUliml References
ddznd ddznd ddZnd DDz 658.64 |nofml| MNarme : chical
dd2d dd2d ddzd DD2| 3377.07 |ngiml Sample 1D : chicall
t2nd t2nd t3nd T3 1.62 nmolil
t3d t3d t3d T3 2.7 [nmalil Assay references
tesnd tesnd tesnd TES 0.88 |noim| Chlamydia (GHL)
tesd tesd tesd TES 4,72 |ngirnl Technician - Morton
p24nd p2dnd p24nd P24 127.9 poiml.. POSITIVE Lot: 03068240
p24d p24d p24d P24 499.3 |pyiml... FOSITIVE
C1 CHL 34499 Positive
C2 CHL
chical chicall chicall g

1 Positive
[e¥] o Megative
chical? chlcal2 chilcal2 Positive
c1 Positive
c2 - MNegative
chlcal3 chical3 chicald Positive
(03] POSITIVE

c2 Neualwe_l_'l

Unigue assay code 1 1%
Software version : DEVID|

Standard used
RFY : 26

Interpretation
Negative < 60
Ecuiwocal »>= 80 to
Positive »= 60

e le sl s

I~

~

Fig. VIl 3: Additional assay data
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List of functions

Validate

R

Retest

Recompute

If VIDAS PC is connected to the laboratory information system, this function
enables you to validate and transmit results to the LIS (function enabled or
disabled during configuration by the user of the BCI) (see chapter 9
Bidirectional Computer Interface (BCI)).

To validate:
e Click on one or more assay results in the list to select them.
e Click on the "VALIDATE" icon.

The "V" check boxes are automatically enabled. Each assay result can be
validated or invalidated by clicking on the corresponding check box.

Recreates assay requests in the job list with the same characteristics as the
selected results.

To retest:

e Click on one or more assay results in the list to select them.

e Click on the "RETEST" icon.

The assays are created in the job list or the list of predefined sections
depending on whether the "Reserved" check box is enabled or not.

The "Recompute” function enables you to recalculate the assay result using a
calibration that you have defined as a reference.

To recompute:
e Click on one or more assay results in the list to select them.

e (Click on the "RECOMPUTE" icon.
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@ 1:1 |06/20/2000 |13:32 P 5| UAmI |Equivocal 1
1 [06/2002000 [13:32 P Fositive c2

The "Recompute” submenu window appears and displays all the assays in the
same predefined section as the result previously selected.

1. calibrations available. This zone displays the list of valid and available
calibrations that is different to the one currently selected.

2. Assays performed. The assays with the same lot performed in the same
section as the selected result appear in this zone.

bioM érieux
Recompute results

Select a calibration to recompute

RFY Canfarmity Date Time Expiration ...
2425 Yes 0772752000 [16:33 PM  |081 062000

Patient ID Date

Tirne Results Interpr. | Technician| Sample

Fig. VIl 4: "Recompute"” submenu

e Click on the assay to be recalculated.

e Click on the "Recompute” icon.

The result of each assay will be modified according to the new parameters used
for the recalculation.

e Click on "Print" to print the recalculation result.

Note: This function enables you to print the recalculated results of all the assays
performed in a specific section.
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CAUTION!

Retransmit

3
1

Exporting results

Note:

-

e Click on the "Replace" icon to replace the previous result with the
recalculated result and save it.

All the results of the section will be recalculated.

o Click on "OK" to return to the "Results" menu.

It is important to take into account the conformity of the selected
calibration. If it is not conform, an alarm will be generated when the results
are printed.

Retransmits selected assay results to a host computer (LIS) (in case the first
transmission failed).

The "Exporting results" function is used to save results to a chosen directory.
e Click on one or more assay results in the list to select them.

If you do not select any results, all the results will be exported.

e Click on the Export selected results icon.
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The "Save" window is displayed.
1. Select the folder in which you want to save the data.
2. Enter afile name.

3. Click on the "Save" button.

@ Save

@ Savein:

| Cookies

| Desktop

| Favorites

| History

| Local Settings
| MetHood

@ File name: | Save 3’

Files of type: ICnmma Separated Walue ll Cancel

| -

Fig. VIl 5: Exporting data from the Results Menu

The file is saved in ".csv" format (Comma Separated Value) and is usable
through a spreadsheet (e.g. Excel®).

IMPORTANT!  This file must be opened using the Windows® explorer.
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Print

e Select one or more results in the list. It appears in inverse video.

The following dialog box displays.

Printing of results

Print :

i the results repart
" the selected results list
 the whale list

J Cancel .

Different print options are available:

—  Print "the results report": this is only possible if a single result has been
selected.

—  Print "the selected results list": this is possible if one or more results
have been selected.

—  Print "the whole list": this option is used to print the whole list of results.
e Select the desired option.
e Click on "OK" to print.
Or,
e Click on "Cancel" to quit this window without printing.
Note: If no results are selected, the whole list will be printed.

If all the assays are printed for a specific patient, the results of quantitative assays and
interpretation of qualitative assays will appear on the same report.
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Results list
Printed on Jan 19 2005 11:21:24
V. Name Test  Dil. Result Unit Interpr. Status Date Or Sample Section Pat.ID
No  Simon HCG 1:1 3.02 muUl/ml Correct 19/01/2005 07:42 PM A S243 259 SIM243
No  Albert TSH 1:1 0.11  pUl/ml Correct 19/01/2005 12:47 AM B A249 260 ALB249
No  Bertold ™M  1:1 0.82  Ul/ml Positive Correct 19/01/2005 07:42 PM A B673 261 BER67
No  Perez RBG 1:1 151 Ul/ml Correct 19/01/2005 12:47 AM B P554 261 PER55
No  Martin FSH 1:1 5.03 pUI/mI Correct 19/01/2005 12:45 PM M M451 262 MAR45
No  Norris HIV 11 0.12  Ul/ml Negative Correct 19/01/2005 12:47 AM M N279 263 NOR27
Page 1 of 1
Fig. VII 6: Results report (list of results)
BioMérieux
Quality control laboratory
Genevrier / Juniper (ST6) - DSVID R2.3.0 DSPTC R5.5

VIDAS : 1 - Section 453 Page 1 of 1
Technician : Judy Completed :
Lot number : 060123-0 Jul 26 2005 16:53:37

Standard used for this analysis :

Completed : Jul 26 2000 14:49:02

S1RFV: 1175
Position Sample ID Dilution Seq# Test Result Interpretation

BKG RFV KUl /1
Patient name : SMITH
A-3 123845S 01373 100 1400 12.03
Patient name : MILLER
A-4 352775M 01373 100 1400 12.03
BioMérieux
Quality control laboratory
RSV (RSV) - DSVID R2.3.0 DSPTC R5.5
VIDAS : 1 - Section 136 Page 1 of 1
Technician : Judy Completed :
Lot number : 060704-0 Jun 05 2005 16:53:37
Negative < 1.40 Equivocal >= 1.40 to 1.80 Positive >= 1.80
Position Sample ID Seq# Reference Test Test Value Interpretation
BKG RFV BKG RFV

A-1 459003J 01373 100 1000 100 1390 1.39 Negative
A-3 987223X 01373 100 1000 100 1800 1.80 Positive

Fig. VIl 7: Results reports (one result)
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8 The different VIDAS PC menus

Introduction

This chapter describes the different VIDAS PC menus.
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The different VIDAS PC menus
Functions

Functions

The different VIDAS PC menus enable you to set up and manage the data
stored in the memory.

You can access the VIDAS PC menus from the main window.

To return to the main window from any other menu,

e Click on the "Return to main window" icon.

e Click on the navigation tree (see Fig. IV 3: Main screen and
Fig. IV 4: List of VIDAS PC menus on pages 4-5 and 4-6).

The menus are the following :

Loading
Results
Calibrations
Guality Cantral
Fatient Data
Instrument
Journal
Configuration
Maintenance
About

LE R B BN B X B B R J

Loading

The "Loading" menu is described in chapter 4 "Instructions for use".

Results

The "Results" menu is described in chapter 7 "Results".
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Calibrations

Calibrations

Quality control

The "Calibrations" menu is described in chapter 6 "Calibration".

The "Quality Control" menu enables you to perform quality controls on all
quantitative assays.

Three types of controls are possible:

— kit quality control (controls performed systematically during recalibration) (C1
to C3).

— external quality controls (frequency is defined by the laboratory (QC1 to
QCe6)).

— linearity controls (L1 to L8).

n the main window,

Click on the navigation tree,

Select "Quality control".
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Quality control

The following window appears.

1. Select type of control. Enables you to select the type of control you want
to display:

— kit quality control (Control Result),
— external quality control (Levey Jennings),

— linearity control (Linearity).

2. Select data. Selection of the different data relative to the type of control
selected.

Quality Control EMET

Type ! |[Control Result =

Selected assay

125 CA125 I -
Control ;

Lot Initial date I

®

End date  [10/01/2000

¥ Duration

Fo

g 1 : 2 E

Fig. VIII 1: "Quality control"” menu window
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Quality control

Kit quality control reports

In the main window,

o Click on the navigation tree,
e Select "Quality control".

In the Quality Control menu window:

Control Result

Levey Jennings o Inthe "Type" pull-down menu, select "Control Result".
Linearity

e Select the icon of the VIDAS for which you want a report: VIDAS 1 or
VIDAS 2.

Selected assay

e In the "Selected assay" pull-down list, select the assay you want.

|B2M B-2 Microglobulin =]

Selection of a kit quality control:

Cantral - 1 e In the "Control" pull-down list, select the control to be displayed (C1, C2 or
i C3).

Selection of a lot:

Lot Initial date

no0s03-0 OB/MO82000 The list of lots and the date of their first use are displayed.
010503-0 0672152000

e Select the lot you want.
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Quality control

The search can take place over a period of time (end date / period of time) or
between two dates (start date/ end date).

You can select the search time from:

Enddate lo7/04/2000 — end of search date (current date by default).
j By default, the search will take place over a period of 30 days. This interval of
¥ Duration time can be modified in the selection fields (days, months or years).

[z0 [Days =]

Startdate  [0E/D42000 e To select a start date, disable the "Duration" check box.
Epl piaie m The current date is displayed by default.

[ Duration

When you have made your choice,
Recormpute .

e Click on "Recompute” : the results of the search are displayed.
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Quality control

Display

When recomputing is finished, the following window is displayed. It includes the
information shown below.

1.

2.
3.

4,

VIDAS module in use. The number of the VIDAS analytical module in use
is displayed.

Kit control limits. The limits for the kit control are displayed.
Summary. This zone displays statistical data for the selected quality
control. It indicates:
— the number of results used for the calculation of statistics,
— the mean of all the selected results,
— the standard deviation for the selected results,
— the variation coefficient (Standard deviation/Mean) x 100).
List of control results. When the "Used" column check box is selected

(selected by default) the result is taken into account for the calculation of
statistics.

Comment zone. This text zone enables you to enter comments for the
whole of the current list (text or graphic mode display).

Quality Control EIMET 8

Recompute g B gL
Type: |Control Resuit .I “Mumber of results : = Std dgwauﬁn 6429
; Mean dose ; 26,333 var.coefl: 034
Selected assay Used Date Dose value
freGToRomen =] v 08222003 gy 13
v [Es el @ 29
Control ; [c1 = v 0272212002 N\ 31
Lot Intisl thate
040207-0 071162003
Enddate [11/13/2003
¥ Duration
ISD |Day5 i ‘ 5 ‘
Comment: [ \ 4

Fig. VIIl 2: Window for the result of a kit quality control
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Quality control

Results can be removed from the statistics calculation, particularly when they
are erroneous.

|7 e Disable the "Used" check box of the result to be removed.

— The updated number of results used for the calculation is displayed in
the "Summary" zone.

External quality control report

When an assay request is created, the external quality controls must be
identified as QC1 to QC6 in the sample ID field.

In the main window,

e Click on the navigation tree,
e Select "Quality control".

In the Quality Control menu window:
Type : |Levey.Jennings =|

Control Result

In the «Type» pull-down menu, select "Levey Jennings",

Levey Jennings

: : Select an external quality control.
SelectgLinearity

Select data

Selected assay

Select the VIDAS for which you want a report: VIDAS 1 or VIDAS 2.

In the "Selected assay" pull-down list, select the assay you want.

Selection of an external control:

el ontel e Select the external control to be displayed (QC1 to QC6) in the "Quality
Control" pull-down list.

The list of external control identifiers and the date of their first use are
displayed.

Selection of an identifier:

Identifier Initial date
TSHQCA 0Bi24r2000

e Select the identifier you want.
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Quality control

The search can take place over a period of time (end date / period of time) or
between two dates (start date/ end date).

You can select the search time from:

Bllnnale |DTID4IEDDD — end of search date (current date by default).
IV Duration By default, the search will take place over a period of 30 days. This interval of
|3E| time can be modified in the selection fields (days, months or years).

Startdate  [D604/2000
SELEE 07042000

[ Duration

e To select a start date, disable the "Duration" check box.

The default date displayed is the current date.

When you have made your choice,
Recompute -

e Click on "Recompute". The results of the search are displayed.

For each quantitative assay, you can select up to 6 external controls.

You therefore have to define parameters for each control (see the "Controls"
submenu on page 8-49).

Note: The controls in the VIDAS kit can also be used as external controls. In this case, identify
them as QCx (x = 1 to 6) and reperform them.

VIDAS® PC User's Manual 8-9



The different VIDAS PC menus

Quality control

Display
When recomputing is finished, the following window is displayed.
1. VIDAS module in use. The number of the VIDAS analytical module in use
is displayed.
2. The external quality control limits, recorded in the Configuration menu
(QCx), are displayed.
3. Summary. This zone displays the statistical data for the external control
selected. It indicates the mean of the standard deviation for:
— the total of the identifier values (Total for identifier),
— the period of time selected (Between dates),
— the values defined by the user (User).
Entry of the target value and the standard deviation helps to situate the
result in relation to the expected values.
4. List of control results. Displays the results for each quality control. Each
line includes :
— the date of the control,
— the value obtained,
— the Westgard rules and their status.
5. Deselection of values. It is possible to deselect values. The mean and the
standard deviation are immediately recalculated and a new curve is plotted.
6. Comment zone. This text zone enables you to enter comments on the
whole of the current list (text or graphic mode display).
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] m " otal for identifier Between dates g User:
3l
S el ean: 29,633 20033 29.633
ian 4.041 ; 4041 4.041
59!9‘5‘_9'”.3.39_?3‘ Used Date Dose Valug | Westgard 1 Wiestgard 2 ‘Westgard 3 Westgard 4
TG T0%0 166 1 =l = e arning wWarning
" ¥ 082212003 |31 5
Quality Control : [QC4 < D
: " ¥ |08r22/2003 |31
¥ [08r2z2r2003_ [31
¥ |08r22/2003 |31 P~
Iclertifier Initial date ™ 0822/2003 |31 ’ 4 ‘
W |osizzizooa (3 N J
QACTHG 1040972003 V¥ |0&r2/2003 |31 -
v [08/22rzo0z  [31
VM |0sr22/2003 |31
Vv [08/zarzonz |31

Enddate  |08/14/2004
¥ Duration

Fo O

Comment : | {?\

Fig. VIII 3: Window for the result of an external control (text mode)
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Quality control

Recompute .

Graphic mode display

e Click on the "Display curve" button to obtain a graph of the external quality

control results.

To return to the previous screen (text mode display),

e Click on the "Text mode" button.

The "Recompute" button enables you to recalculate the curve following a

change of data.

1. Graph. The results curve enables you to directly analyze the various control
variations as well
The standard deviation overflows are defined according to the configuration
chosen in The "Westgard" submenu on page 8-51.

Type : LeveyJennings =

Selected assay

TSHTSH &

Guality Contral ©
Idertifier | Initial date I
TSHOG 0652112000

Start date  [06/22/2000
End date  [07/04/2000

[ Duration

Unit : ulJliml
Tatal for identifier : Between dates User
Mean 4.96 1.40 1.40
Std deviation : 11.86 0.21 0.21

as the standard deviation overflows observed.

Ouality Control EME

/\ o

e

12300 625000 6126/00 Ef23i00 6/30/00 THI00 ?IBIDU/

Tirme.

comment : |

Fig. VIl 4: Result of an external quality control (graphic mode)
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The graph

Displaying the curve enables you to locate the standard deviation overflows.
The graph is tagged with definable rules called "Westgard" rules.

The standard deviation overflow caption is the following:

1! Westgard rule - (1*2s)

— Overflow of a control beyond 2 standard deviations.

2" Westgard rule - (1*3s)

— Overflow of a control beyond 3 standard deviations.

3" Westgard rule - (2*2s)

— Overflow of 2 consecutive controls beyond 2 standard deviations.
4™ Westgard rule- (1*2s and 1*3s)

— Overflow of a control beyond 2 standard deviations followed by the overflow
of a control beyond 3 standard deviations.
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Quality control

Linearity report

Note:

4

Selecting data

Type . Levey Jennings vI

Control Result

'1

Selected assay

(W WAAF =l
Test dates
|¢109) 060242000 =]

When an assay request is created, each level of concentration must be
identified as L1 to L8 in the sample ID field.

The number of concentration levels must be between 4 and 8.

The number of replicates must be between 2 and 10.

Start all the assays using the "Run all" icon.

Select "Linearity".

Select the VIDAS for which you want a report: VIDAS 1 or VIDAS 2.

Select the assay in the "Assay" pull-down list.

Select a date in the "Assay dates" pull-down list. The digits that appear in
parentheses represent the section number.

If several sections are run at the same time, the section number which appears
in parentheses corresponds to the lowest number in the group of sections.
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Text mode display

Recampute . e Click on the "Recompute” button.

The window for entry of expected concentrations of each dilution is displayed.

If assays have just been completed, the window will not contain data.

e Enter the expected concentrations for each sample.

IMPORTANT!  You should only enter concentrations in the L1 to L8 text zones. Data
entered in the L9 and L10 text zones will not be taken into account.

bioM éneux

Exzpected concentr.

Assay . WE sAYE
|dentifier : Expected dose
i |—
f I—
L3 |—
L4: |—
La:
LE:

i I—
L |—
B |—
Lo —
o« [l cancet [

Fig. VIl 5: Expected concentrations

For a test which has already been calculated, the window will contain data.

ﬂ e Validate the entry using the "OK" button.
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Quality control

The following window appears.

1. Linearity table. This list contains all the concentrations obtained with the
VIDAS compared to the expected concentrations entered in L1 to L8.

2. Comment zone. This text zone enables you to enter general comments on
the whole of the current list.

Quality Control EMEL

Unit : %

Confidence Cowerage

Type: [Linearity =] Upper Lower Upper Lower
7.26 6.69 7.54 6.62
9.25 8.90 S g.62

Selected assay Expect Dose | Dose Value Aberr ? Lot number

WA WA M8 e 700 B80 000606

L3 T1.00| g 11.14 Q00606-0

Test dates : 5 szo0lf 4 Pra 000606-0
£113) 06092000 = L5 88.00 57 A1 000606-0

br | | [ [ = @ o [ [0 |0 o1 | [0

Fig. VIII 6: Result of a text mode linearity report
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Quality control

Note:

Recompute .

The linearity table
Each line includes:

— the sample ID (Lx : x = 1 to 8),

— the expected concentration,

— the obtained concentration,

— the reagent lot number,

— the position in the selected VIDAS section.

Clearing the check box at the beginning of each line enables you to remove a
concentration from the global calculation.

The zone above the linearity table indicates the confidence and coverage intervals for the
concentrations.

The confidence interval defines the limits between which the concentration, predicted by
the curve, has a 95% chance of falling (see Graphic mode display on page 8-18).

The coverage interval defines the limits between which 90% of the concentrations
measured with the VIDAS PC linearity test should be situated, with a confidence level of
90%.

When the concentration list is displayed, it is possible to reenter a list of
expected concentrations by clicking on the "Recompute" button.

The expected concentrations entry window appears (see page
8-15).
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Quality control

Graphic mode display

You can access this display mode either directly or through the text mode
display.

e Click on the "Display curve" button to obtain a graph of the linearity results.

The following window appears:

Quality Control EMET

Recompute - Y
Confidence Coverage

Type Upper Lower Upper Lower

L1 7.26 5.89 7.54 B.62
L2 9.25 &.90 9,53 &.62 ;I

Selected assay Ohtained doses

W AT -

a0

B4

Test dates :

(113) 061082000~ A
3

14 31 47 64 a0
Expected doses

Comment: |

Fig. VIl 7: Result of a linearity control (graphic mode)

To return to the previous screen (text mode display),

e Click on the "Text mode" button.
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Patient data

Patient data

The "Patient data" menu enables you to search for information in the database
stored in memory.

This menu can be used when a complete demographics configuration has been
selected (Patient ID entered) or in an industrial context (specimen entered).

This database contains all the assays carried out by each VIDAS module.

In the main window,
e C(Click on the navigation tree,

e Select "Patient data".
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Patient data

The following window displays.

Patients data EIEIE

Ending date 102000 Date of hirth
& Duration i 4
© Start date 50 Sex
Assays concerning the patient
Assay | Unit | Result | Previ | Prevz | Data | Date Prevl | Date Prey

d 1 o)

Detail of the selected assay
Vl Result | Interpr. I Status | Date | Time | Dil I Samplel

Fig. VIl 8: "Patient data"” menu window
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Patient data

"Patient data”" menu commands

The first 3 commands can be found in the tool bar.

Starts the search once you have selected the search criteria.

Clears the patient list displayed on the left of the screen as well as the search
criteria on the right of the screen.

Displays detailed results.

The following commands can be found in the submenu bar.

After a search phase, this command displays the patient list only (patient's
name and patient's ID in parentheses).

After a search phase, this command displays the list of patients and the sample

| |
lo IDs for each one.

P After a search phase, this command displays the list of patients, the sample IDs
; o for each one and the assays performed for each one.

Prints the patient files.
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Patient data

Search procedure

The following window shows the different fields enabling you to search for
results and use them.

1. Search criteria. Entry of patient ID and name.

2. Date criteria. Enables you to enter an interval of time for the search
(search period).

3. Results of search. Displays the result of a search.
It is then possible to obtain more details on the result displayed either using
the buttons described in "Patient data" on page 8-21 or by clicking directly
on the files.

4, Summary of the assays performed. Displays the result of a search.
The complete list of assays carried out for a patient over a given period of
time, as well as the last two assays performed for the patient are displayed
(Prev. 1 = Patient case history1).

5. Detailed assays. Gives a more detailed list of assays selected in the assay
summary table.

Patients data [EIMIET

W \mo e —
I MARTIN (MARSGE) MARSET Hame | MARTIMN
Endm@ [151 072000 Drate of hirth : 11711874
& Duration :
" Start date 1 Sex
Assays concerning the patient
Assay | Unit | Result Prev.1 Prev.2 Date Date Prev. I
< i
Detail of the selected assay
ki | Result | Interpr. | Glatus | Date | Time | Dil | Sample |
[l 15.88|Positive  [Correct | 1810/2000 |16:08 | [EEAE

l—— o L £

7 o 1 = 2 %

Fig. VIIl 9: Detailed patient data
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Patient data
Procedure for patient search
e Enter the search criteria:
— in the "NAME" text zone,
and,
— the "ID" text zone (patient ID ).
Note: In each zone, it is possible to perform an intuitive search by entering only the first

character followed by the character *. You can also obtain all the patients for preselected
dates by entering the character * in the "ID" and "NAME" text zones.

e Select the search period:

— Inthe "Date criteria" option boxes, select the option "Duration" or "Start
date",

e "Start date": enter the date on which the search should start (e.g:
01/01/2000). The default date displayed is the current date.

e "Duration": select a time unit: "Days", "Months" or "Years" and enter a
value in the previous text zone (e.g: 6 months).

Lb e Start the search by clicking on the "Search" icon in the menu bar.
The patients are displayed in the list of results.

You can improve the search using one of the following icons:

4
-

B e 7o

To display the details of assays carried out for a patient,
o Click on the patient’'s name.

The assay summary is displayed in the top table.

o Click on one of the assays in this list.

The details of the assay are displayed in the bottom table.

VIDAS® PC User's Manual 8-23



The different VIDAS PC menus

Patient data

=

Printing of results

To obtain more details on this assay,
e Select an assay in the bottom table, then,

e Click on the opposite icon.

A window containing detailed information on the assay is displayed.

bioMéneux

Detail of the selected assay

YIDAS1 Section:B6

References
MName : MARTIN
Sample 1D : MARZ224

Assay references
TORD I9G (THG)
Technician :

Lat: 000A08-1

Standard used
RFY : 1700

Interpretation

Negative < g
Equiwvocal »= § to < 10
Pozitiwve >= 10

In the main window,

Click on the navigation tree.

e Select "Patients data".

e Perform a search for patient data (see Chapter 8,

User's Manual).

"Search procedure” in the

e Select a patient in the "Results of search" window on the left of the screen.

e Click on the "Print" button in the menu bar.

8-24

VIDAS® PC User's Manual



The different VIDAS PC menus
Patient data

The followi

1 cdbl (cdb1)
1 cdbZ (cdb2)
1 chit (chi1)
_1chi2 ichizy

) demo fcom|
_ICHI{CH)

C1CL L)
1 dd2 (dd2)

1 2

) chical ichicalt)
1 chicalZ (chical)

]chicalz al3)

erwut (crut hssays

f' ¢ ) & Patient result

1 emvuZ (cmvaz) e Date Prev.d |
| emvucal? emvucal2) ChL " Bearch result

] ermvune (Crmvuncy

21 CAS1 (CAST)
01 CAS2 (CA52)

1 CHL1 {CHL1)
1 CHLZ (CHL2)

) dd21 (dd21)
1 ddZcalt (ddZ2eally

) da2e oz g
4 » 4! =I ;II

ng window displays.

Patients data [EEEI i

Kame Jchicald
Drate of hirth 100101987

Printing of results

Selectthe resultto print

nlete)

[ — 2
——

Detail o ‘ ﬂ el . ‘

R4 F Satnple |

NORTOH A

Fig. VIII 10: Printing of results

Two print options are available:

"Pa
pati

IISe
the

This list co

tient result™: for printing the patient report (results of the selected
ent).

arch result": for printing the list of all the patients corresponding to
search criteria (left side of the Patients data window).

ntains the following information:
Patient ID,

Patient name,

Sample ID,

Test performed,

Unit used.
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Instrument

The "Instrument" menu enables you:

to halt an assay running in one or more sections,
to carry out procedures for initialization of sections,
to connect or disconnect a section,

to display temperatures,

to analyze and correct the various errors that occur during operating phases.

n the main window,

Click on the navigation tree.

Select the "Instrument" menu.
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The following window displays:

1. Section status screen. Indicates the status of each section (available,
running, disconnected or in error), as well as the temperature of the trays
and SPR® blocks.

2. Section content screen. Displays the list of assays loaded in each section.

3. Error screen. Displays current errors (see Error window on page 8-30).

[&] vip
= = stop) o °
) = 0 S
{
Instrument | Section SPR block temper ature: Tray temperature Finishing time Status.
WIDA! A 7.2°C 70°C Hvailable
DA B 7270 7070 vallable
DA c T HEE Aralable
WIDA D 7.0 °C 72°C Awailable
DA E 7270 HEE vailable

— .
[Kapas] [ria

Fig. VIl 11: "Instrument” menu status window
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Section status window

Statuses
The temperatures of the SPR® blocks and trays of each section are displayed.

The status of each section is displayed (see Fig. VIII 11).

Managing sections

Halting an assay

The following function enables you to halt the selected sections.

e Select a section in which an assay is running (the section appears in inverse
video).

e Click on the "Stop" button to halt the assay.

The time of completion of the halted assay disappears and the section status
button at the bottom of the screen changes to "RESET" and then to "RESER"

CAUTION! You must discard the strips and SPRs that are in the halted section.

Note: The "Stop" function is disabled in "AVAIL" or "RESER" sections.

Resetting a section
This function enables you to reset a section.

e Select a section (the selected section appears in inverse video),

e Click on the "Reset" icon to reset the selected section.

The section status changes from "RESET" to its initial status.

Note: The reset function is disabled on a section which is running or in which an error has
occurred.

8-28 VIDAS® PC User's Manual



The different VIDAS PC menus
Instrument

Freeing a section

CAUTION! It is imperative to discard the strips and SPR®s of assays in a section
which has been halted.

This function frees and resets the section.

e Select the section to be freed (the selected section appears in reverse
video).

e (Click on the button to free the section.

A dialog box appears :

e Confirm that you want to free the section.

The section status button in the status bar becomes "FREE".

Note: If the section you want to free is being processed, the data will be lost.

Disconnecting a section

If an operating problem occurs in one of the sections, it can be disconnected.

e Select an "AVAIL." or "ERRINST" section (the selected section appears in
inverse video).

e Click on the "Disconnect" button to disconnect the section.

"DISCO" is displayed in the section status zone and the section status button in
the status bar becomes black.

Connecting a section

e Select a disconnected section (the selected section appears in inverse
video),

e Click on the "Connect" button.

"DISCO" disappears from the selected section status zone and the section
status button in the status bar changes to "AVAIL".
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Error window

In any menu, if you click on the status button of the section where an error has
occurred (red background), you will directly access the error display window in
the "Instrument" menu,

or,

In the "Instrument” menu, if you click on the "Error display" button, the error
display window will appear.

The following window is displayed :

1. List of errors. This window informs you of the type of error occurring in a
section of a VIDAS module.

2. Error description. The "Description" window describes the problem
encountered after you select the error in the previous window.

3. Error correction. The "Error correction” button enables you to correct
errors according to their type.

Instrument B ME3

Instrument error

Description
2141242001 - 10:13 - Instrument Error no.52 -»> High 3PR block temperature

@

| 1544

; 1 ‘ 2 aQ
‘ " | aval | avan | avar | avar | avar [

Fig. VIIl 12: Error display window
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List of errors

The following errors may occur:

— Instrument errors,

— Reagent errors:

calibration errors,
substrate errors,
bar code errors,

lot errors.

For further information refer to the Troubleshooting chapter on page 12-1.
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Instrument errors
e Select the error (the "Description" window gives you the origin of the error).
To delete the error,

e Click on the delete icon.

Online help for correcting instrument errors is currently not available.

If you click on the "Error correction" icon, the following window is displayed.

bioMérieux

‘1 Error

Can't access help viewer

Fig. VIl 13: Online help window

e Close this window by clicking on E in the top right-hand corner of the
screen.
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Reagent errors
Calibration error

e Select the error (the "Description" window gives you the origin of the error).

e Click on the "Error correction" button.

A window similar to the following one is displayed:

bioM érieux

-~
A Correct calibration error

Instrument : 1 Section: D

Incorrect standards for assay TAG from ot no.000903-0 in position 1

VWARHNING, there is no standard in memory for this lot ;
Start .

no results will be reported.
Cancel .

The causes are usually the following:
— no MLE card entered,
— no standard,
— the calibration has expired.
CAUTION! Results will not be calculated for assays affected by a calibration error.

Nevertheless, results can be recalculated at a later date once the
necessary calibrations have been performed (see chapter 7).
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Correcting calibration errors
I e Click on "Cancel" to close the calibration error display window (see previous
Cancel figure).

e Select the calibration error to be corrected.

e Click on the "Delete" icon to delete the error messages.

e Correct the error (see chapter 6 — "Calibration").

Starting assays without correcting the error
e Click on "Start".

Start . Note: The "Start" button enables you to start the assay regardless of the error
message.
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Substrate error

e Select the error (the "Description" window gives you the origin of the error).

e Click on the "Error correction" button.

The following window displays:

bioM énieux

A Correct substrate error

Instrument : 1 Section: E

Low substrate errar for assay TG from 10t no.000903-0 in position 1

RFU values

Position1:18
Fosition 2 : 6
Position 3 : &

FPosition 4 : 6

Position 5 : 6 Start again .
FPosition B: & Cancel .

In the present case, the substrate value is out of range. The acceptable range
varies for each assay. All strips containing a substrate with an out-of-range
value must be eliminated. You must run an assay with a new strip.

e Reload the strip in the position in the section indicated.

e Click on "Start again".
Start again .
Note: If you choose to cancel, you must then delete the error.
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Bar code error

Select the error (the "Description" window gives you the origin of the error).

Click on the "Error correction" button.

The following window displays:

bioMérieux | %]

i
AA Correcthbar code error

Instrument: 1 Section: C

Strip assay code not consistent for assay TXG in position 1

Strip bar code

Positian 1 : |77777777

Posion2: |

Posion3: |

Position 4 : |

Puosition & : | w.
Position 6 : I— %.

In the present case, the strip bar code is:

Start again . ®

either incompatible with the assay code entered by the user,

or unreadable (empty position, strip incorrectly positioned or damaged bar
code).

Manually enter (in upper case characters) the alphanumeric bar code of the
strip in the text zone corresponding to the position in which the error has
occurred.

VIDA_S STR [LoT] @31231-@ J 2004 -18.21 hFJH"EEE’M
@ €5 49 P& = ay oo o - _
3 | ©8) pe b LT TR R )

1.D

INGLIH

Click on "Start again”.
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A bar code error may also occur if the correct protocol is not activated.

To correct this error,

e Click on "Cancel" to close the bar code error display window.

e Select the bar code error to be corrected.

e Click on the "Delete" icon to delete the error message.

e Activate the correct protocol (see page 8-48).

e Cancel reservation of the concerned sections.

e Delete the concerned assays. For deletion of assays, see Chapter 4.

e Create new assays and run them (see chapter 4).

A bar code error may also occur if the number of assays created in the
predefined sections(s) is less or more than the number of reagent strips loaded
into the section.

To correct this error,

e select the bar code error,

e click on the delete icon to delete the error message,
e check the predefined sections in the loading plan,

e modify the predefined sections(s) by creating the missing assays or deleting
the unnecessary assays,

o reserve the predefined section(s),

e restart the section(s)

e remove the unnecessary reagent strip(s) or add the necessary reagent
strip(s),

e restart the section(s).

Lot error

e Select the error (the "Description" window gives you the origin of the error).

e Click on the "Delete" icon to delete the error message.

e Retest using reagents from a valid lot.
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Log

The "Log" menu opens the Windows® event viewer which displays the events
that occurred during running of VIDAS PC (information, warnings and error
messages).

In the main menu,

e Click on the navigation tree.

e Select "Journal".

e Then select "Applications”.

The following window displays:

File  Action ‘Wiew Help
& | %
I@] Event Viewer {Local) Application 17 event(s)
H ﬁJ Type | Crate | Time ] Source Cateq
gj:';::’ (D Irformation  10/32005 12:30:14 PM VidasData Mane
@Information 10/9/2005 12:30010PM  WidasPilak Mone
@Information 10/9/2005 12:30:08 PM Vidasanalysis Mone
@Information 10/9/2005 12:2050 PM YidasPrink Mone
@Information 10/9/2005 12:2041 PM  WidasComm Tone
@Information 10/9/z005 12:29:41 PM  VidasData Mone
@Information 10/9/2005 12:240 PM  DBZ Mone
&Warning 10/9/2005 12:29:40 PM  DBZ TMone
@Information 10/9/z005 12:20:38 PM  Bio-Log Mone
@Information 10/9/2005 12:2M37 PM WisibrokerMameservice Mone
@Information 10/9/2005 12:29:34 PM - DUAgent Tone
@Information 10f9/2005 12:29:34 PM  DEZREMOTECMD Mone
Information 10/9/2005 12:29:34 PM  DBEZREMOTECMD Mone
@Information 10/9/2005 12:2026 PM  EventLog TMone
@Information 10/9/z005 12:29:26 PM  EventLog Mone
@Information 5/16/2005 9:08:24 PM EventlLog TMone
@Information 5/16/2005 9:08:18 PM  WidasPrint Tone
< | ¥

Fig. VIIl 14: "Log" menu window
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Configuration

CAUTION!

To access the "Configuration” menu and its submenus, you must have
logged on with a user identifier that belongs to the "VIDAS_ADMIN" group.
If you have logged on with a user identifier that is a member of the
"VIDAS_ROUTINE" group, the "Configuration” menu will not be
accessible.

For further information, please contact your Ilaboratory system
administrator.

Modification of configuration parameters should only be carried out by
qualified personnel, authorized to do so.

Modification of configuration parameters may lead to problems during use
or operation.

Please make sure that these modifications are really necessary before
proceeding with them.

In the main window,
e Click on the navigation tree,

e Select "Configuration".

This menu gives you access to various options and parameters presented in the

* ‘!!

form of submenus:

# Assay assignment
# Profiles

| 1 LinkBCI

#® LUnits

# Assay activation
& Caontrols

# ‘Westgard
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You can select an option using the corresponding check boxes, the option
boxes or by entering the necessary data in the text zones.

Before exiting each submenu, the following window asks you if you want to
validate the option or parameter modifications.

“j Gluestion

Save modifications in database ?

el o[l

In each submenu, it is possible to access the "Print" function located in the
menu bar.
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"Routine” submenu

In the main window,

e Click on the navigation tree,

e Select "Configuration"”.

e Click on the "Routine" submenu.

The following window is displayed.

[ vIDAS - Configuration - Routine:

® Assayassignment
# Profiles
| |LinkBCI

® Units

# Assay activation
® Controls

# iWestgard

Fig. VIIl 15: "Routine” submenu window
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1. Usual services.
" Laboratory / Header":

o Enter the laboratory’s address on two lines. This information will be
displayed in the header of the various printed reports.

"Date format": the default format is DD/MM/YYYY. It can be modified using the
drop-down menu.

"Automatic disconnection : the default time is 30 minutes. It can be modified
using the numeric keypad (maximum duration: 9999).

"Simple demographics": This option enables you to enter basic patient data
which are necessary for the entry of the assay request (see page 4-14).
"Complete demographics™: This option enables you to enter more complete
patient data (Patient’'s name, date of birth, etc.) (see page 4-15).

"Industrial context”: This option enables you to enter data specific for the
industrial environment (see page 4-16).

"Patient ID instead of name": This option can only be used if you have
selected "Complete demographics”. It enables you to report the Patient ID in the
loading plan and in the predefined section. Selection or deselection of this
option modifies the order of the "Patient ID" and "Name" columns in the
"Results" menu and the job list.

"Beep at the end of run": A beep will be heard at the end of each run.

2. Print services.

"Print section report automatically at the end of run": This option enables
you to print the complete report of a section as soon as the run is over.

"Print the patient report automatically”: This option enables you to print a
report of all the assays run for a patient at the end of each assay.

"Print the strip sequence number": This option enables you to print the strip
manufacturing number on section reports.

"Condensed printing": This option enables you to print the results in
succession, without any page breaks.

3. Results validation before transmission.

"Without validation": This option enables you to automatically transmit all
assay results, even those calculated with an incorrect or expired calibration, to
the LIS connected to the VIDAS.

"Validate erroneous assays": This option enables you to transmit incorrect
assay results. The "erroneous" term applies to over-diluted assays, assays
calculated with an incorrect or expired calibration and an incorrect control.

"Validate all assays": All the assays are transmitted, if initiated by the operator.
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"Assay assignment"” submenu

In the main window,

e C(Click on the navigation tree,

e Select "Configuration”.

Then,

e Select the "Assay assignment" submenu.

The following window is displayed.

® Profiles

| I LinkBCI

# Units

# Aszsay activation
# Contrals

* Westpard

Instrument Section Status
VIDAS! A #wailable
VIDAS! B #wailable
VIDAS! c Ermergency
VIDAS! i} #wailabl
VIDAST E Ave@@
ViDAS2 A allabl L
[viDas2 B #wailable
VIDAS2 e mvailable |
—

Full name

Configuration - Assay assignment [FEE3 j

Full name

CAT251

CA1251

CA15-3 153 [CA153

CA18-9 199 [ca18-9

AFP {1 , AFF_|AFP

B-2 Microglobulin B2M  |B-2 Wicraglobulin

Cylotoxin Ass. Gene A CAGA |Cytotoxin Ass. Gene &
Carnpylobacter CAN Campylohacter

C. difficile Toxin A R cDA  |C. difficile Toxin A |

Fig. VIIl 16: "Assay assignment" submenu window
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Note:

1. Assay assignment. This zone is divided into two similar list areas for each
VIDAS module.

All the assays stored in memory are reported in these list areas. They can
be assigned to each VIDAS module using the corresponding check boxes.

By default, all the assays are selected.

2. Reservation for emergencies. This zone enables you to reserve sections
for emergencies. To do so, you should select the check boxes
corresponding to the sections to be reserved for emergencies.

This operation enables you to use the sections reserved for emergencies in
cases of manual reservation of a predefined section. The other reservation
modes will not affect the sections reserved for emergencies (see Reserving
sections on page 4-22).

Each VIDAS module must be recalibrated with the selected parameters. VIDAS PC
automatically distributes the assays according to this assignment parameter.

If an assay is run on a VIDAS module to which it has not been assigned, the
following window will display:

bioM éneusx

Unahle to load the section, see the

loading configuration
o<l
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"Profiles"” submenu

A profile of assays is an option enabling several user-defined assays to be
grouped together under the same profile number and the same full name (P1,
P2, ...). You can define these profiles in the "Profiles" submenu and access
them in the "Loading" menu just as you do for individual assays.

In the main window,

e Click on the navigation tree,

e Select "Configuration”,

e Select the "Profiles" submenu.

The following window displays:

1. Auvailable assays. This list zone displays all the assays.

2. Available profiles. This list zone displays the available profiles stored in
the VIDAS PC software. The maximum number of profiles is 10.

. Full name of profile. This text zone enables entry of the name of the

selected profile in the "Available profiles" zone.

3
4, Assay selection. This selection zone displays the assays selected from the
table of available assays (maximum 10 assays and 5 protocols per profile).

# Routing

# Assay assignment
L@ rofiles

| Link BCI

& Units

# Assay aclivation
# Controls

® VWestyard

Configuration - Profiies HEE

FER Fertitin

Full name : rm
i T Fullname:  [Fertility 1 Gj
oo2 D-DIMER MEVY Assay Full name
][] Digaxin _— E2Il Estradiol Uy
DUO2 mww:{1 LH LH I4\
E2Il Estradiol Il \, FSH FSH  \_ J
E3 Estriol Do
ECO E. coli 0157

HAWM HAY [ghd

HAWT Anti-HAY Total

HBCH HBc [ght

ahle profiles

Full hame

HBCT Anti-HEC Total

HBE HBE Ag
HBET __ |Anti-HBe
HBL HBs Ag
HBS HBs Ag

HBST Anti-HBs Total

Fig. VIIl 17: "Profiles" submenu window
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Entering a profile of assays

"BCI" submenu

In the "Available profiles" zone, select a profile of assays (the selected
profile appears in inverse video).

In the "Full name" zone, enter the name you want to assign to the selected
profile.

In the "Available assays" zone, select an assay to add to the profile (the
selected assay appears in inverse video).

Click on the "Transfer" icon. The selected assay is displayed in the
"Selected assays" zone.

Perform the last two steps again for each assay you want to add to the
profile.

It is also possible to modify an existing profile by adding or deleting assays
using the "Add assay" and "Delete assay" icons.

"Units" submenu

This submenu is described in Chapter 10 "Bidirectional Computer Interface
(BCI)".

WARNING!

The "Units" submenu enables a dosage unit to be set for each quantitative
assay.

Changing the unit of an assay will affect the anteriority of results displayed in the
patient data menu.

Before changing any test units, you must check that the job list and
predefined sections are empty.
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WARNING!

(w

=

In the main window,
e Click on the navigation tree,
e Select "Configuration",

e Select the "Units" submenu.

The following window appears.

Configuration - Units EABES

#® Routine Tests Full name Units

: ﬁfs;‘;:ss‘g”mem 125 cat251l Ui |-

| 1 Link BCI 153 CA153 Uil =

: ! 199 CA19-8 il -

3 fesaraciaton 4P |aFF Uil o |

® wistgard B2M B-2 Microglabulin marl -
CEA CEA no/ml =
ClkhB CKMB na/ml hd
CMYG ChY g3 UAmI el
ChvU ChV 105 Avidity UAmI b
CORT Cortisol no/ml ik
oo D-DIMER ng/ml ha
oD2 D-DIMER MEWY na/ml b
DIG Digoxin nrmolil [~
E2Il Estradial Il pasml b
E3 Estriol na/ml A
FER Fettitin naiml 5
FPSA FREE PSA na/ml o ll

=1 2 g

Fig. VIII 18: "Units" submenu window

e For each assay, select a dosage unit from the available units in the list zone,

If assay results are expressed as a ratio, make sure you use the same unit
for all the associated tests.

or

e click on the "Restore default values" icon to return to the default values of all

the bioMérieux® defined assays.
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"Assay activation” submenu

CAUTION!

The "Assay activation" submenu enables you to validate the protocols used.
In the main window,

e Click on the navigation tree,

e Select "Configuration",

e Select the "Assay activation" submenu.

The following window is displayed.

[ ¥iDAS - Configuration - Assay activation

# Routine Full name
# Assay assignment & CATZ5 1l 5
* Profiles D2 CA 153
=) LinkBCI (ST CA19-9
8 units (4 Hbal e
I_ D5 Al lAntibody Detection
+ Confrols lRx  [AFP AFF
* \estgard CoT  |A6 Antigen Detection
FDG  |B2m EB-2
19 CAN (Campylobacter
50 |CDAZ |C. difficile Todn All
FP__|CDAB _[C.difficile Towin A& B
ZFQ_ |[CDAB  |G.dificile Toxin A &.B
|24 |coB C difficile Toxin A Block
IF|ani |CEA CEA
1w [CH Chlamydia Blocking Assay
l 1Z__[CHBZ _ [Chlamydia Blacking Assay
Z1¥__[cH Chiamydia
49 [CH Chiarmydia
VBT [CKMB _ |[CKMB
F[CA [CMVG  [CWVIg6
CFZ [CMVG  [CWVIgo
I A4 VM ChiY gl
VDR [CWvU CMY |GG Avidity
GB_[CMVU_|CMVIgG Avidity
83 [CORT _[Cortisol
viDz_|DD2 -Dimer Exclusion
¥36_ DIG igoxin
FcK_[E2il Estradiol Il
lia_ |Eco E.coli 0157
Vi CE FER ertitin
DA [FPSA REE PSA
AR |FsH 5H
i s =l

2
[0

1

Fig. VIIl 19: "Assay activation” submenu

Only one code must be activated for each assay.
All protocol modifications are taken into account at the time of update. For
further information, see Chapter 5 "Updating a VIDAS assay".

You should only perform this procedure when informed to do so by
bioMérieux®.
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"Controls"” submenu

The "Controls" submenu enables external controls to be set up (or user-defined
controls) in order to define acceptance ranges which will be used in the Levey
Jennings type Quality control menu.

In the main window,

e Click on the navigation tree,

e Select "Configuration",

e Select the "Controls" submenu.
The following window appears.

1. Assay selection. This list zone enables you to select a quantitative assay
to which controls will be assigned.

2. Control set-up. This zone displays six user-defined external controls
identified QC1 to QC6.

Configuration - Conrots EMET

: E;:;I;zssmnmem Assays B -] ‘U"n i
# Profiles =
|1 Link BCI (2)
# Units _ QC1 controls HNew 1D . QC4 controls New 1D .
2 ﬁjﬁ?ﬁ““"”” iwenifor i
® Westgard Lowthreshold  [lolecicoed  Lowthreshald  [oleecoed
Highthreshold  [lotocieced  Highthreshold  [oiececed
QC2 controls Mew 1D . Qcs controls Hew 1D .
Identifier dentifier
Low threshald W Low threshold W
Highthreshold — [iofecleced  Highthreshold  [olccloced
QC3 controls MNew ID . QC6 controls Mew D .
Identfier Iderifier
Lowthreshold  [ioteeieced | Lowthreshald  [oieeeced
Highthreshold  [iatecleces  Highthreshold  [oleeleced

1 ; - Qs

Fig. VIl 20: "Controls™ submenu window
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e 1D .

Note:

CAUTION!

Setting up controls

The parameters are, in order of entry:
— The identifier: enter the name of the control in the text zone.
— The low threshold: enter the low threshold in the text zone.

— The high threshold: enter the high threshold in the text zone.

To enter an identifier:
e Click on "New ID".

e Enter the new identifier (up to 12 characters). The low and high thresholds
are now activated.

e Enter the expected values.

If the limits you enter for a new QC do not fit in the assay measure domain, the
following warning will be displayed.

bioM érieux

The QC limits have been updated

1o fit in the assay measure domain

ol

e Click on "OK" to confirm.

If one of the values entered is outside the limits of the assay measure domain it
will be replaced by the limit.

Only quality controls for an identifier displayed in the "Controls" window (current controls),
will be used for statistics.

If thresholds are not entered, an error message will appear during the
backup and the QC will not be saved.
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The "Westgard"” submenu

The "Westgard" submenu enables you to set up the rules for supervising the
standard deviations (Westgard) of the control.

In the main window,

e Click on the navigation tree,

e Select "Configuration",

e Select the "Westgard" submenu.

The following window is displayed.

Configuration - Westgard ﬂ!ﬁ'

# Routine Westgard rule: 1) deviation -= 2 standard devistions

# Assay assignment @ 2:f deviation -= 3 standard devistions

# Profiles 3) 2 consecutive devistions = 2 standard devistions:

;I Link BCI A deiation, stapdard deviations aod ned desdation staodard desiation:

# Units Def es Rule 1 Rule 2 Rule 3 Rule &

# Assay activation 2 |Inac1ive ;l |Inac1ive ;l ‘\ﬂactive j |Inac1ive ;l

nirols = = =
= Y ays Rule 1 Rule 2 Rule 3 Rule 4

v -
153 Inactive Inactive Inactive Inactive
198 Inactive Inactive Inactive Inactive
CI|AFP Inactive Inactive Inactive Inactive
[|B2M Inactive Inactive Inactive Inactive
[ CEA Inactive Inactive Inactive Inactive
| CKMB Inactive Inactive Inactive Inactive
| ChvG Inactive Inactive Inactive Inactive
| Chvl Inactive Inactive Inactive Inactive
C|coRT Inactive Inactive Inactive Inactive
/oD Inactive Inactive Inactive Inactive
[|DD2 Inactive Inactive Inactive Inactive
V| DI VWarning Inactive Errar Inactive _'ll
Selection : Inactive ;I |Inac1ive LI ‘\ﬂactive ;I |Inac1ive ;I
CA1251

1 >

Fig. VIIl 21: "Westgard" submenu window
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The different VIDAS PC menus
Configuration

Westgard rules. This zone describes the Westgard rules. These rules are
listed according to their supervision level:

Rule 1: deviation > 2 standard deviations

Detection of a deviation beyond 2 standard deviations.

Rule 2: deviation > 3 standard deviations

Detection of a deviation beyond 3 standard deviations.

Rule 3: 2 successive deviations > 2 standard deviations
Detection of 2 successive deviations beyond 2 standard deviations.

Rule 4: deviation > 2 standard deviations and following deviation > 3
standard deviations

Detection of a deviation beyond 2 standard deviations followed by a
deviation beyond 3 standard deviations.

Default set-up. Since the Westgard rules are installed, it is possible to
activate the various supervision rules with a defined gravity level.

The following table gives the possible choices of activation of the 4 rules for
all the assays.

Gravity level Rule 1 Rule2 | Rule3 | Rule4
Inactive YES YES YES YES
Warning YES YES YES NO

Error NO YES YES YES

Inactive rule: no effect on the assay result.

Warning rule: an orange bullet point appears in the Levey Jennings graph.
"Warning" appears in the table of results.

Error rule: a red bullet point appears in the Levey Jennings graph.
"Error" appears in the table of results.
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The different VIDAS PC menus
Configuration

Specific assay set up

Printing

To assign specific rules to an assay:
e Select an assay in the list by clicking on the check box.

e Select the rules for this assay in the specific assay set-up zone which is
displayed at the bottom of the screen.

1. Assay selection. This table lists all the available assays to which you can
assign default or specific rules.

2. Specific set-up. The assay appears in inverse video and a specific set-up
zone is displayed below the table.

Configuration -Westgard EFE

X
# Routine Westgard rules 1) deviation -= 2 standard deviations
® Assayassignment 2) devistion -» 3 standard deviations _
# Profiles 3) 2 congecutive devistions = 2 standard devistions
| ) LinkBCI 4) devigtion = 2 standard deviations and next devistion = 3 standard deviations:
# Units Default values Rule 1 Rule 2 Rule 3 Rule 4
& Assay activation Inactive | [nactive | |nactive =] inactive M |
# Controls
¥ , W Assays Rule 1 Rule 2 Rule 3 Rule 4
v a
C]153 Inactive Inactive Inactive Inactive |
199 Inactive Inactive Inactive Inactive
[CIaFP Inactive Inactive Inactive Inactive
[/B2M Inactive Inactive Inactive Inactive
[/CEA Inactive Inactive Inactive Inactive
[|CKmB Inactive Inactive Inactive Inactive
[ Chivs Inactive Inactive gy |INaCtive Inactive
[l Inactive inactie [ 1 Inactive Inactive
[|CORT Inactive Inactive  \ Inactive Inactie
oD Inactive Inactive | v Inactive
DDz Inactive Inactive Inactive Inactive
DIG AN lnactive Enar loactive vL
2 Selection : Inactive =] [inactive =] [inactive =] [inactive =]
(I } ca 1250

5 2 ;
o L o [ ava | van | svan [ ava |

Fig. VIIl 22: Specific set-up

It is possible to print the list of available assays which have been assigned
rules.
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Maintenance

Maintenance

The "Maintenance" menu is described in Chapter 11 "Maintenance".

"About" dialog box

The "About" menu informs you of the VIDAS PC software version.

In the main window,

e click on the navigation tree,

e select "About".

The following window displays:

bioMé rieux

About VIDAS ...

Vidas system
Copyright ® hioMériews, 2000-2005
Vidas PC Yersion 4.0.0

ol

Fig. VIII 23: "About" menu window (example)
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Introduction

This chapter deals with the automatic and manual data backup and data
restoring after backup.

Depending on your computer, data backup and restoration can be performed
using:

- aCD-RwW,
or

— the backup kit on the bioMerieux USB key.
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Backup

Programming automatic backup

Programming automatic backup

CAUTION! This operation will erase the data currently on your storage medium.

IMPORTANT! In order to program automatic backup or modify the stored backup
settings, you must be logged on with a user identifier which gives
administration rights over the operating system. For further information,
please contact your laboratory system administrator.

To return to the Windows® desktop without quitting VIDAS PC,
e Click on the H button in the top right-hand corner of the VIDAS PC screen.
On the Windows desktop,

dy
e Click on the '5 Start button in the bottom left-hand corner of the

screen or press one of the Windows keys situated either side of the
space bar.

e Select "Settings", "Control Panel', "Scheduled Tasks" and
DailyVidasBackup".

‘:.‘-_ Metwark Connections »
3y Power Options

Cq:, Printers and Faxes 3

Q Reqional and Language Options
8 scheduled Tasks
B Control Panel :_‘bI Syskem

"B PwD Change temp_admin Pyd

Programs

[2] Add Scheduled Task

Settings

Search

Run...

‘__} Log &3FF dbzbrmc...
@ Shut Dovn. ..,

I
iy Start

Fig. IX 1: Backup selection
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Backup
Programming automatic backup

IMPORTANT!

The "DailyVidasBackup" window is displayed.

e Enter the «Schedule» data you want for automatic backup using the
"Schedule" and "Settings" tabs (see following Figure).

e Click "OK" to confirm your selection.

DailyVidasBackup %] | DailyVidasBackup &)
Task l Scheduls | tettings | Security| Task SC";\Ed“u.l‘l Settings | ‘Ecuii-l};l:_
Scheduled Task Completed
4 1:00 &M every day, starting 5/16/2005 it s )
Delete the task if it iz not scheduled to run again.
79 = T
Stop the task if it rns for: !_7 ¥ hour(z)| 0 ¥ minute(s)

Schedule Task: Start time:
Dy RARREI | [Advanced..
Schedule Tazk Daily
Eveny \1 ‘_‘:_| day(s]
L

[] Show multiple schedules.

Idle Time
[] Only start the task if the computer has been idle for at least:

I _i rniriute(s)

| the computer has not been idle that long, retry for up ta:

| _‘ rinute(s)

[ Stop the task if the computer ceases to be idle.

Power Management

] Dion't start the task if the computer is running on batteries.
[ Stop the task i battery mode begins.

[]wake the computer ta run this tagk.

Fig. IX 2: Setting automatic backup parameters

Depending on your selections, backup of your data will start automatically.

If you are using the backup kit on the bioMerieux USB key, the backup will be
performed automatically to the USB key.

If you are not using the backup kit on the bioMerieux USB key, then before

starting the backup,

e make sure you have a CD-RW that is ready for use (formatted on a PC on

which VIDAS PC is installed).

e Insert your backup CD-RW in the CD-ROM drive.

o (Close the CD-ROM drive.

An “InCD” window may appear.

Make sure that your data backup CD-RW is in the reader before starting.

VIDAS® PC User's Manual
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Backup

Programming automatic backup

When the backup is finished,

e Remove your CD-RW from the CD-ROM drive.
An “InCD” window may appear.

e Store your backup CD-RW in a suitable place.
To return to VIDAS PC,

&y
e Click on the s start button in the bottom left-hand corner of the

screen or press one of the Windows keys situated either side of the
space bar.

e Select "Log Off ...".

_ Frograms 4
[;'.;II" Settings ¥

Search

The "Lof Off Windows" dialog box is displayed.

Log Off Windows X
| - I Are you sure wou wank to log off?
I Log OFF l [ Cancel

e Select "Log Off".
The session shuts down and a new session opening window is displayed.

e Enter the information required to open a new Windows session,
corresponding to the desired user group.

e Follow the VIDAS PC starting procedure on page 3-7.
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Backup
Starting manual backup

Starting manual backup

CAUTION!

IMPORTANT!

Note:

This operation will erase the data currently on your storage medium.

To start manual backup, you must be connected with a user identifier that
has all the operating system administration rights. For more complete
information, contact your laboratory system administrator.

If you are using the backup kit on the bioMerieux USB key, the backup will be
performed automatically to the USB key.

If you are not using the backup kit on the bioMerieux USB key, then before
starting the backup,

e make sure you have a CD-RW that is ready for use (formatted on a PC on
which VIDAS PC is installed.

e Insert your backup CD-RW in the CD-ROM drive.

e Close the CD-ROM drive.

An “InCD” window may appear.

A warning message is displayed if the CD used for the backup already contains data.
Whatever type of backup medium you are using (CD-RW or USB key),

e Start the VIDAS PC software.

On the main screen,
e C(Click on the navigation tree,

e select "Maintenance";

VIDAS® PC User's Manual
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Backup
Starting manual backup

The maintenance window is displayed.
e Select "Backup Restore".

e Click on "Backup".

[&] VIDAS - Maintenance - Backup Restore

# Instrument run
» 2

Fig. IX 3: Maintenance menu (backup)

Your data backup will start.
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Backup
Restoring data

Note: If VIDAS PC is running, the following message will display after a few seconds.

bioM éneux

ﬂ Information

Backup in progress, please wait...

A window displaying different messages on a black background appears and
then disappears.

The user is asked to wait for a few minutes.
Note: The backup time actually depends on the size of the data to be backed up.

When the backup is finished, if you are not using the backup kit on the
bioMerieux USB key,

e Remove your CD-RW from the CD-ROM drive.
An “InCD” window may appear.

e Store your backup CD-RW in a suitable place.

Restoring data

CAUTION! The data currently in your database will be erased and replaced by data
recorded on your storage medium.

IMPORTANT! To start data restoration, you must be connected with a user identifier that
has all the operating system administration rights. For more complete
information, contact your laboratory system administrator.

If you are using the backup kit on the bioMerieux USB key, the restoration will
be performed automatically from the USB key.

If you are not using the backup kit on the bioMerieux USB key,

e |Insert into the reader the CD-RW containing the data to be restored.
Whatever type of restoration medium you are using (CD-RW or USB key),
e Start the VIDAS PC software.

On the main screen,

e Click on the navigation tree,

e select "Maintenance".
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Backup

Restoring data

IMPORTANT!

The maintenance window is displayed.
e Select "Backup Restore".

e Click on "Restore".

[ ¥IDAS - Maintenance - Backup Restore BE®

# Instrument run
» [

o | rostors [l

i 1 2
Kiipas [ i

Fig. IX 4: Maintenance Menu (restore)

Restoring of data on your storage medium will start.

If VIDAS PC is running, the following message will display.

bioMérieux

A Information

Database restoration in progress.
Current data are invalid. Click on

OK to stop Vidas.
o« [l

e Click "OK".

Restoring of data on your storage medium will start.

Data to be stored must have been saved using the same version of
VIDAS PC.

Restoring data that have been saved with an older version of the VIDAS
PC software will have a retroactive effect on the software installed and will
require you to update the software.
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10 Bidirectional Computer Interface (BCI)

Introduction

This chapter deals with connection of the VIDAS PC to the BCI.

IMPORTANT! To use BCI NET, refer to the BCI NET User’s Manual.
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Bidirectional Computer Interface (BCl)

Introduction

Introduction

CAUTION!

The Bidirectional Computer Interface requires the installation of an additional
software program. To perform this connection you must call bioMérieux® SA.

The BCI configuration menus must be set up according to the connection
protocol developed with your computer service company.

The technical characteristics of the BCI are available from the bioMérieux
Technical Assistance.

Configuration and starting of your bidirectional interface (equipment and
software required for the bioMérieux computer system, or for your
laboratory information system (LIS)) must be performed by qualified
personnel, authorized to do so.

Any modification may lead to incorrect operation.

10-2
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Bidirectional Computer Interface (BCI)
BCI Configuration

BCI Configuration

CAUTION!

In the main window,
e Click on the navigation tree,

e Select "Configuration”,

To access the "Configuration” menu and its submenus, you must have
logged on with a user identifier that belongs to the "VIDAS_ADMIN" group.
If you have logged on with a user identifier that is a member of the
"VIDAS_ROUTINE" group, the "Configuration” menu will not be
accessible.

For further information, please contact your Ilaboratory system
administrator.

This menu gives access to a choice of options and parameters in the form of
several submenus. The submenus used by the BCI are:

"Routine",

"Link BCI".

VIDAS® PC User's Manual
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Bidirectional Computer Interface (BCl)

BCI Configuration

"Routine"” submenu

In the main window,
e Click on the navigation tree,
e Select "Configuration".

e (Click on the "Routine" submenu.

The following window displays:

[ viDAS - Configuration - Routine

® Assay assignment
+ Profiles
|1 LinkBCI

# Units

+ Assay activation
+ Conlrols

& Westgard

Fig. X 1: "Routine"” submenu

10-4
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Bidirectional Computer Interface (BCI)
BCI Configuration

1. Usual services:

"Date format": the default format is DD/MM/YYYY. It can be modified using
the drop-down menu.

"Automatic disconnection": the default time is 30 minutes. It can be
modified using the numeric keypad (maximum duration: 9999).

Patient ID instead of name:

O If this box has not been enabled, the Patient's name (Pn) and
the Sample identifier (Ci) are present in the loading plan.

—

vl If this box has been enabled, the Patient ID (Pi) and the Sample
identifier (Ci) are present in the loading plan.

Simple demographics:

Recommended connection: UNIDIRECTIONAL
Only the sample identifier (Ci) is entered, preferably using the bar code
reader.

Complete demographics:

Recommended connection: BIDIRECTIONAL.
The requests are transmitted to VIDAS PC by the interface.

Industrial context:

Recommended connection: UNI or BIDIRECTIONAL.
The specimen name and sample identifier (Ci) are entered, preferably using
the bar code reader for the sample identifier.

CAUTION! If you need to change the Patient demographics configuration on VIDAS
PC (from Complete demographics option to the Simple Demographics or
the Industrial Context option, please contact your computer service
company to check the consistency between the two systems, i.e. between
the fields transmitted by the LIS and the fields sent back by VIDAS PC.

2. Print services. (refer to page 8-41).

3. Results validation before transmission.
Without validation:
The results are automatically transmitted to the mainframe computer.
Validate erroneous assays:

Results with an alarm must be validated before being sent to the mainframe
computer.

Validate all assays:

All the results must be validated before being sent to the mainframe
computer.
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Bidirectional Computer Interface (BCl)
BCI Configuration

"BCI Link" submenu

In the main window,

e Click on the navigation tree,

e Select "Configuration”.

Selecting the BCl RS232 link
e Select "Link BCI ".
The BCl links are displayed.

e Select the link you want.

The following window appears:

[ VIDAS - Configuration - Link 1 RS232

# Routine

# Assay assionment Instrument 1D [l H0ET0 Enalile T Fixed length =
® Profies )
) LinkBCI Link name Serial number [
e Charagter set 5088551 = Date separator l/_

* Link3Rg232

e of data = Time separata

® Link4RS232 SR b L

@ kel Date format pommrere = Field separator [

® Units

® Assay activation
# Contrals
® westgard
Field Description Upload Download
Wt essage Type [ [ v
| B atient ID @ o
o atient Narme v M
i atient Date of Birth v =
ps atient Sex v g
s0 ample origine o 7
si pecimen separator 7 ‘ 2
ci armple 1D v
i Shortassay name o Dl
m Long assay name ~
it Completed tirme v
td Completed date o |
| o
E . -

— —
Kirpas - s

Fig. X 2: "Link BCI" submenu - "BCI/ RS232" link
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Bidirectional Computer Interface (BCI)
BCI Configuration

CAUTION!
Note:
o]
ﬁ
B
ﬁ
/

1. Toset up BCl links:

The "Link name" and "Serial number" fields are used to configure the link.
o Enter the necessary data in the zones of the window.
Link name: Name of link

When defining parameters for BCI links, the link names must not include
characters with accents.

The shaded fields "Instrument ID", "Character set", "Case of data", etc. were
defined when the VIDAS PC software was installed or were kept when the
software was updated.

Character set:
- 1S0O 8859-1
Case of data: Transformation of characters:

— As is = as they are (transmitted characters will be displayed)

— Upper = transmitted characters will all be converted to upper case
— Lower = characters will be in lower case

Date format:

- DD/MM/YY
- DD/MM/YYYY
- MM/DD/YY
- MM/DD/YYYY
- YY/MM/DD
- YYYY/MM/DD

You must use the "YYYY" format for the year, for uni or bidirectional connection.
Enable :

Link enabled

Link disabled
Fixed length:
Fields with fixed length = maximum length of field

Fields with variable length
Date separator:

Default separator

Time separator:

Default separator

Field separator:

Default separator

VIDAS® PC User's Manual
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Bidirectional Computer Interface (BCl)

BCI Configuration

=

a3

2. Selection of fields:

e Enable the check box to select the fields transmitted or received. Fields with
shaded check boxes are obligatory fields which cannot be
enabled/disabled.

The choice of fields depends on the connection protocol developed by the computer
company: for further information call bioMérieux®.

There are 2 possibilities for the shaded check boxes:
The parameter is always enabled (it cannot be disabled).
The parameter is always disabled (it cannot be enabled).

The different fields transmitted or received are shown in the following table:
1. Choice of fields sent to the LIS.

2. Choice of fields received from the LIS.

Field Description Lipload Dovvnlioscd
mt Message Type = = =
i Patient 1D [ [
il Patient Mame =l v
[l Patient Date of Birth v v
ps Fatient Sex v ra
30 Sample origine v [v|
i Specimen separatar [ [
Sarmple ID [ [ =
LT — 4 E o

Fig. X 3: Field selection zone

When VIDAS PC transmits results to the LIS, the "expired calibration" (nc) field
contains the following mnemonic codes:

Mnemonic Designation Condition
lotexp Lot expired If lot is expired
calexp Calibration expired If calibration is expired
contneff Control not run If 1 control (Cx) at least is not
present
calinc Calibration not completed | If calibration is invalid or not present
conthnor Control out of range Cx with a footnote
conthwst Control out of Westgard QCx with a footnote
valid Calibration validated In others cases

10-8

VIDAS® PC User's Manual




Bidirectional Computer Interface (BCI)
BCI Configuration

To save the modifications,
e Change screens or print.

e The "Save" dialog box is displayed.

&

A Cluestion

Save modifications in database 7

el ol

o (Click on "Yes" to save the modifications.

Printing of the link configuration.

We recommend that you archive this document.

VIDAS® PC User's Manual
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Bidirectional Computer Interface (BCl)
BCI Configuration

Selecting the BCI NET link
e select " BCl Link ".
The list of BCI links appears.

e Select the desired link.

The following window is displayed.

[ VIDAS - Configuration - Link BCI Net

® Routine
# Assay assignment Instument D 5l 0T Enahle ™ Fixed length E
® Profiles :
|1 Link BCI Serial number BC! host harme Port b
e i e Characterset [ I08550-1 > Date separator |
# Link3RS232 T |

e of data - Time separatol
B Case of dat s 5 parator Tl

@ A= Date farmat frrrempD - Field separator |
#® Units

# Assay activation

® Controls

® Westgard

Field Descriglion Uplaad Davrload

mt essage Type = ] N
i atient |0 4 =

pn atient Mame v =]

i atient Date of Birth v 2

s atient Sex [ 2]

50 ample origine v 2

s pecimen separator 7 M

ci ample ID 7 ~

it Short assay name 7 P

m Long assay name v

it Completed time o

td (Completed date ~ m

] Qualitative result o
E 4 = -

e — T -
[NarpAas sl i

Fig. X 4: " Submenu BCI Link"-BCI NET Link

e To set parameters for the BCI link and select the fields, see section
Selecting the BCI RS232 link.
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Bidirectional Computer Interface (BCI)
BCI RS232 Configuration

BCl RS232 Configuration

BT e Double click on the icon on the Windows® desktop.
LIS An identification window displays.

e Enter your user name and password.

CAUTION! Your user name and password, as well as the user group to which you
belong (BCI_ADMIN or BCI_ROUTINE) must have been previously defined
by your laboratory system administrator.

The following window is displayed:

# | Supervision - COM Manager

File

Start Stop

’I‘|1‘|J,|\l,|ﬂls|oos|

4 Superwision
- g Transaction Log
E-% Link Dperations
[~ # Link Configuration

- # Tools
Link Mame Status | Upload | Download | Host | Canfiguration
BCI STARTED  EMABLED  EMABLED  BACK IM SERVICE bioMérieux Literal [Alemate].
UMUSED STOPPED  DISAELED  DISABLED  BACK IM SERVICE bioMérieux Literal, COM1, 961
UNUSED STOPPED  DISABLED  DISABLED  BACK IM SERVICE bioMérieux Literal, COM1, 361
UNUSED STOPPED  DISABLED  DISABLED  BACK IM SERVICE biokdérieus Literal, COM1, 561
4] | |

4| 54| 60| 660| 650

. glistan| @ Supervision- C.. | FBviDAS P - Co.. WD 1527

Fig. X 5: "BCI RS232 Configuration" Menu

To return to the Windows® desktop without quitting BCI RS232,

o Click on the H button in the top right-hand corner of the "Supervision -
COM Manager" window.
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Bidirectional Computer Interface (BCl)

BCI RS232 Configuration

Status of the connection

BCI
S UD

Alarm connection

AN

Unused connection

LMUSED
‘9 00

S: Start/Stop

U: Upload

D: Download

Green = no alarm.

Red = alarm !

Green = Connection started.
Red = Connection halted.

Green = Transmission of results to
mainframe computer enabled.

Red = Transmission of results to
mainframe computer disabled.

Green = Reception of results from
mainframe computer enabled.

Red = Reception of results from
mainframe computer disabled.

e Click on this button to open the "Event viewer" window: for further

information call bioMérieux®.

All indicator lights are dark gray.

10-12
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Bidirectional Computer Interface (BCI)
BCI RS232 Configuration

"Link Operations” submenu

# Link Operations

& BCl

This menu gives access to 4 possible links:

Elﬂﬁ Lirk Operations
. % BC

- & UMNUSED
- & UMNUSED
g UNUSED

e Select the link you want (e.g. BClI).

The following window is displayed:

€ Link Operations - COM Manager
File

[_ O[]

Start i“'r ’I\H\L J,HBIS OOS|

@ Supervision

% UNUSED
— % UNUSED
% UNUSED
@ Link Configuration
- @ Tools

- @ Transaction Log
E-# Link Operations istar
& BO

<ENQ> -
<ACK>

<STX>

<RS>mtmpr|pilZ3456789012 | pnESSAI BCI VIDAS PC|phz7/09/
<RS>21| rtTHG| gd100]

<BSxaa

<ETX>

<ACK>

<E0T>

<EHQ>

<ACK>

<STX>

<RS>mrtmpr|pifo0510001| pnPATIENT 001|philZ/01/1063 | paF|a
<RS>|reTEG| gdl]
<B5-0d

<ETX>

<ACK>

Blue: Upload - Green: Download Real Time;

| o

Refresh Clear

ECI

UNUSED

800

UMUSED UNUSED
o00| 000

§a5laut| @ Link Operati.. | FRYIDAS PC-Co..

MWD 1642

Fig. X 6: BCI-NT Configuration: "Link Operations" submenu
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Bidirectional Computer Interface (BCl)
BCI RS232 Configuration

Starting/stopping the connection

"Start" button pressed down: connection has

|— started. The corresponding status indicator light BCI
IISII' i

I Start Stop | is green T
Press "Stop" to halt the connection: the

indicator light "S" changes to red.

Transmission of results (Upload)

"t"  button (green) pressed down:
transmission of results to the mainframe

computer is enabled, the corresponding status L]
/I\ ,]\ indicator light "U" is green. =R L (W

Press "T" (red) to disable: the status indicator
light "U" changes to red.

Reception of requests (Download)

"!" button (green) pressed down: reception of
assays from the mainframe computer is enabled,

the corresponding status indicator light "D" is BLE]
\l/ \l/ green. S U D

Press "l" (red) to disable: the status indicator
light "D" changes to red.

Results on hold (Back in Service/Out of Service)

"BIS" button (green) pressed down: results are
BIS 005 uploaded to the mainframe computer.

"O0S" button (red) pressed down: results are
not uploaded to the mainframe computer and are

BIS 003 held until the BIS button is pressed down.

Note: Use of the "BIS" and "OOS" functions can be automated by the LIS: refer to the
connection protocol developed by your computer service company. For further information
contact the bioMérieux® Technical Assistance Service.
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Bidirectional Computer Interface (BCI)
BCI RS232 Configuration

Displaying communications tracking data

Communications tracking data are saved to facilitate after sales service. For
further information, call bioMérieux® Technical Assistance.

H retony | Blue: Upload - Green: Download EHeaI Time

139 10:50:59 <EHQ:= -
139 10:50:59 <ACK:

135 10:50:59 <STX=

1359 10:50:59 <RS>mtwpr|pil23456753012 | pnESSAT BECI VIDAS PC|ph27/09/ T
139 10:50:59 <RS>Z1|rtTXG| gdlo0|

139 10:50:59 <BS»aa

135 10:50:53 <ETX>

135 10:50:59 <ACK:=

135 10:50:59 <EO0T>

Green = mainframe computer
Blue = VIDAS PC

HH:MM:SS of the transmission
No. of the day in the year

Fig. X 7: Displaying communications tracking data

istary Saving of communications tracking data in a file.

grom— Saving and display of communications tracking data in real time.

This mode enables you to test the connection: for further information, call
bioMérieux.

Note: The shaded button indicates the enabled mode.
The "Real time" mode should not be enabled when you quit the window.

: . . e Click on "Link Operations" to return to the main "Link Operations - COM
[H-- # Link Operations Manager" menu.
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Bidirectional Computer Interface (BCl)
BCI RS232 Configuration

Displaying uploaded messages

Uploaded messages are saved to facilitate after sales service: for further
information call bioMérieux® Technical Assistance.

. e Click on "Transaction Log".
& Tranzaction Log

The "Transaction Log" window appears.

# Transaction Log - COM Manager
File
6" |
% Supervision
- & Transaction Log Start Date: [19/05/1999 » EndDate: [20/05/1999 =
=% Link Operations [ ——
: 530513001
& Bl Textl Text2
% UNUSED Diection: [Boh 7]
| % UNUSED Mool
| % UNUSED Date & Time Link | Dowrload Status | Data
- Link Configuration
- # Took
4 I Bl
BOI UNUSED UNUSED UNUSED
/N su0| ©00| ©00| GO0
gl Start | @ Transaction... FVIDAS PC-Ec | 1022

Fig. X 8: Displaying uploaded messages
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BCI RS232 Configuration

Searching for uploaded messages

o Enter the following information:

Start Date : |1EI,"EIE.»"I 939 'l

Search start date.

Search end date.

End Date : |2EI.-’EIE.-’1 933 "I

Direction:  [Bath vI — Direction of messages :

IJpload Upload = Results transmitted by VIDAS PC to the LIS.
| D ownload | Download = Assays transmitted by the LIS to VIDAS PC.
e i Both = Both together (by default).

Test! : [390519001 — Text of a message.

Example = sample number.

6@/' e Start the search:

The corresponding transmitted messages are displayed.

Start Date : |19H05£1999 ‘I End Date : |2D£DEJ1SSS ‘I
Teutl ISSUS'I 3001 Teut? I

Direction : i
Date & Time | Link | Direction | Status | Data
19/05/1999 10:57:10  BCI Download  Sent rrbrprpiS3051 3001 [prPATIEMT 001 |pb124014
18/05/199911:19:33  BCI Download  Sent rtrnprlpi33051 3001 [prPATIENT 001 |pb12/01/

Fig. X 9: Search for transmitted messages

Note: To find out how to utilize transmitted messages, call bioMérieux® Technical Assistance.
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Bidirectional Computer Interface (BCl)

BCI RS232 Configuration

Deleting uploaded messages

Select the messages you want.

e Click on the "Date & Time" corresponding to the message you want to
delete.

You can select several messages at a time:

e Select the first message, press <Shift> and select the last message to be
deleted,

or

e Press <Ctrl> and select in succession the messages you want to delete.

To delete the messages:

e Click on the "Delete" button. The corresponding messages disappear.

To delete uploaded messages, you need to log on with a user identifier that is a member
of the BCI_ADMIN group.

Printing uploaded messages

To print uploaded messages,

e Click on the "Print" button.

To print one or more messages at a time,

e Select the first message to be printed, press the <Shift> key and select the
last message to be printed,

or

e Press <Ctrl> and select the messages one after another.

e Click on the "Print" button.

After each print out, the screen must be refreshed. To do so, you have to
perform a new search:

e Click on the "Search" button.
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BCI RS232 Configuration

"Link Configuration” submenu

Note:

To access the "Link Configuration” menu, you must log on with a user identifier that is a
member of the BCI_ADMIN group.

Link Configuration This menu gives access to 4 possible links:

Link. Configuration

& UMNUSED
-4 UNUSED
& UMNUSED

e Blfl e Select the link you want: e.g. BCI (do not use characters with accents).

The following window displays:

& Link Configuration - COM Manager

% Supervision
4 Transaction Log Link name: BC! Diescription : Clear Al
- # Link Operations
i@ B Protocel : [bioMériews Literal (Altemnate] =l
% UMUSED
L% UNUSED  BM>< Configuratio TEPAP Canfiguration
“og UNUSED [ Delgy —<CRz<LF> i Iui
1% Link Configuation Last Masten: [2 =] [T s [T <S>
e = [T <ETs [T <ENDs Haost :[Hast Name
% UNUSED InterRecard: |0 _.:' [ <Rs5» [ <EaT>
# UNUSED nerMessage: 7 = | coral por
-~ % UNUSED
- # Tools . Port: |COM4 'I
~Refies———————————
Baud rate : | 9500 'I
<END> Limit: [20 =5
Data Bits: |8 'I
= =
<EMQ> Interval : _Ij Pty lm
Checksum Liit: [7 = sopgis [T =]
Checksum Interval : |3 _,3 Hiw Flow [Mone vI
Timeout
’V Checksum: [10 = Host Response: (10 _I::l ‘
ECI UMUSED UNUSED UMUSED
/N svo| 00| 000|000

g Start | @ Link Config FBIVIDAS PC -Ch. D 1144

Fig. X 10: "Link Configuration" submenu

Note:

This parameter must be set taking into account the characteristics of the connection

protocol developed by your computer company. For further information, call bioMérieux®
Technical Assistance.

e Click on "Link Configuration” to return to the main "Link Configuration - COM

@ Link Configuration Manager" menu.
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BCI RS232 Configuration

"Tools" submenu

Note:

Open Configuration

Save Configuration

Print Configuration

To access the "Open Configuration" and "Save Configuration” options in the "Tools
menu, you must log on with a user identifier that belongs to the BCI_ADMIN group.

If you log on with a user identifier that is a member of the BCI_ROUTINE group you will
only be able to print the configuration.

e Double-click "Tools":

The Tools submenu is displayed:
&+ 3
i Dpen Configuration

- 4 Save Configuration
i %2 Print Configuration

Enables you to load connection parameters.

Enables you to save connection parameters.

Enables you to print and archive connection parameters.
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Unidirectional interface

Unidirectional interface

BCl RS232 parameter setting

e Double click on the BCl icon.

e Enter your user name and password.

CAUTION! Your user name and password, as well as the user group to which you
belong (BCI_ADMIN or BCI_ROUTINE) must have been previously defined
by your laboratory system administrator.

---ﬂﬁ Link Operations e Select a link in the "Link Operations" submenu.

& Bl

Starting/stopping the connection

II Start Stop | "Start" button pressed down, connection has started: the corresponding

status indicator light "S" is green.

Transmission of results (Upload)

/]\ "1 button (green) pressed down: transmission of results to the mainframe
computer is enabled, the corresponding status indicator light "U" is green.

Reception of requests (Download)
\l/ \l/ "{" button (red) pressed down: reception of assays from the mainframe
computer is disabled, the corresponding status indicator light "D" is red.

Connection statuses

BLCI S: Start/Stop
Green = Connection started.
5 U Q U: Upload
Green = Transmission of results to the mainframe computer is enabled.

D: Download (disabled)
Red = Reception of assays from the mainframe computer is disabled.
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Unidirectional interface

Setting VIDAS PC parameters

Loading

In the main window,

Click on the navigation tree,
Select "Configuration".

Select "Routine".

Simple demographics

or,

Industrial context

Recommended connection: UNIDIRECTIONAL.

Select one of the following validation modes:

Without validation

Validate erroneous assays

In the main window, or in another window,

or,

Click on the "Loading" icon,

in the main window,

Click on the navigation tree and then,

Select the "Loading" menu.

Select the assay you want.

Enter the sample ID (Ci), preferably using the bar code reader.
Enter the specimen name, for industrial context.

Enter the dilution factor, if necessary.

In case of a multi-laboratory interface:

Enter the origin. This will enable you to differentiate the laboratories.
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Unidirectional interface

For more information on how to perform assays, see Chapter 4 "Instructions for
use".

Automatic transmission of results

Results are sent to the LIS after they have been printed, according to the
"Results validation before transmission" mode selected.
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Bidirectional connection

Bidirectional connection

Setting BCl| RS232 parameters

e Double click on the BCI icon.

BCT
2 e Enter your user name and password.
#  Link Operations e Select a link in the "Link Operations" submenu.
% BC

Starting/stopping the connection

I " " A . .
I Ctart Stop Start” button pressed down: connection has started: the corresponding

status indicator light S is green.

Transmission of results (Upload)

/]\ "t button (green) pressed down: transmission of results to the mainframe
computer is enabled, the corresponding indicator light U is green.
Reception of requests (Download)

"{" button (red) pressed down: reception of assay requests from the
\l/ \l/ mainframe computer is enabled, the corresponding status indicator light D is

green.

Connection statuses

BCI S: Start/Stop
Green = Connection started.
S UbD

U: Upload
Green = Transmission of results to the mainframe computer is enabled.

D: Download
Green = Reception of assay requests from the mainframe computer is enabled.
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Bidirectional connection

Setting VIDAS PC parameters

In the main window,
o Click on the navigation tree,
e Select "Configuration".

e Select "Routine".

PATIENT ID instead of name
(select by default)

The Patient's name (or the specimen) (Pn) and the sample identifier (Ci) will be
included in the loading plan.

PATIENT ID instead of name
(special connection where the name is transferred to the Ci field).

The patient ID (Pi) and the sample identifier (Ci) are included in the loading
plan.

Complete demographics
or,
Industrial context

Recommended connection: BIDIRECTIONAL
requests are transmitted to the VIDAS PC by the interface.

Example of download tracking data for the request:

140 13:18:54 <ACK>

140 13:18:54 <EOT>

140 13:21:41 <ENQ>

140 13:21:41 <ACK>

140 13:21:41 <STX>

140 13:21:41 <RS>mtmpr |pi990519001 |pnPATIENTO001 |pbl2/01/1963|psF|s02|si|ci990519001
140 13:21:41 <RS>|rtHCG|qgdl|
140 13:21:41 <GS>ec

140 13:21:41 <ETX>

140 13:21:41 <ACK>

140 13:21:41 <EOT>

e Select one of the following validation modes:

Without validation

Validate erroneous assays

VIDAS® PC User's Manual
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Bidirectional connection

Loading

or,

In the main window or in another window,

Click on the "Loading" icon,

in the main window,

Click on the navigation tree and then,

Select the "Loading" menu.

For more information on how to perform assays, see Chapter 4 Instructions for
use.

Automatic transmission of results

Results are sent to the mainframe computer after they have been printed,
according to the "Results validation before transmission" mode selected.

Example of tracking data for an uploaded result:

140
140
140
140

15
15
15
15

:09:
:09:
:09:
:09:

16 <ENQ>
16 <ACK>
16 <STX>
16

<RS>mtrsl|pi%90519001 |pnPATIENTO001 |pbl2/01/1963|psF|s02|si|ci990519001 | rtHCG|rnHCG]|

140
140
140
140
140

:16 <RS>tt15:09|td20/05/1999 gl |gn28, 94mUI/ml |y3mUI/ml|qgdl:1|ncvalid]
:16 <GS>ab
:16 <ETX>
:16 <ACK>
:16 <EOT>
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Validation / Retransmission of results

Validation /| Retransmission of results

"Results" Menu

In the main window, or in another window,

e Click on the "Results" icon,

or,

in the main window,

e Click on the navigation tree and then,

e Select the "Results" menu.

Displaying results

Refreshes the day'’s list of results (if assays have just been completed).

Validation of results

Transmits the selected result(s) to the mainframe computer.

Notfte: You can select the assay result to be transmitted by validating the check box
at the beginning of each line of results or by selecting the whole line.

To transmit several assays at the same time,

e Click on the first assay and then on the last assay holding the "Shift" key
down. The list to be deleted appears in inverse video.

e Click on the "Validation" icon.

Retransmission of results

Sends the selected result(s) back to the mainframe computer.
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11 Maintenance

This chapter deals with the maintenance of the patient database.

IMPORTANT!  For information on the VIDAS instrument maintenance, refer to Chapter 6
"Maintenance" in the VIDAS Instrument User’s Manual.
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Maintenance
Patient database purge

Patient database purge

IMPORTANT!

Nota :

IMPORTANT!

IMPORTANT!

WARNING!

You must close all applications before purging the database.

The patient database purge procedure can only be performed by the laboratory
administrator.

It is recommended to purge the database at least once a year and before each software
update.

The database purge enables the laboratory to select the information they want
to keep.

The database can be purged according to the following 3 criteria:

— Number of runs: number of runs to be stored in the database.
The default value is 30,000 runs (maximum).

— Number of patients: number of patients stored in the database.
The default value is 180,000 patients (maximum).

When a patient is deleted, all the results relating to that patient are also
deleted.

— Lot: time during which results are archived after the reagent lot has expired.
The default value is 365 days (maximum).

When expired lots are removed, all the associated data are purged
(calibration, MLE card, patient results).

If you want to store current data, you must perform a data backup.
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Maintenance
Patient database purge

To purge,

/4 start
e Click on the button in the bottom left-hand corner of the screen
or press one of the Windows® key situated either side of the space bar.

e Select "Run".

._ Prograrns 4

E_J[# Settings »

Search

The "Run" window appears in the bottom left-hand corner of the Windows
desktop.

e Enter the following command: D:\bmx\system\bin\vidaspurge.bat

_E Type the name of a program, Folder, document, or

Internet resource, and Windows will open it For wou,

Qpen: I O b syskemibinlwidaspurge. bat w |

{ K, I|[ Cancel ][ Browse... ]

Fig. XI 1: "Run" window

e C(Click on "OK".
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Patient database purge

The VidasPurge program opens.

[E] vidasPurge

WRun  |30000 |

vl Patient  |150000 |

v Lot 365 |

Purge Close

Fig. Xl 2: VidasPurge selection window

This selection window enables you to modify default criteria.

To do so,
e deselect the criteria that are not required for the purge.

Note: At least one criterion must be selected to start the purge. If you deselect all the criteria, the
"Purge" will be inactivated (shaded).

e If necessary, modify the default values for the criteria you have selected.

IMPORTANT! If you enter 0 as a value for one or more criteria, the patient base will be
totally purged for the selected criteria.

e Click on "Purge" to confirm your selection.
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Patient database purge

The program then identifies the user rights:

4] VidasPurge
v Rurfad:1y &
Login || | —
vl Pat |
Password | |
[v] Lot |
Ok
T PmgE | Close

Fig. XI 3: VidasPurge selection window
e Enter the administrator's identifier and password.
e Click on "OK".

IMPORTANT!  This procedure can only be performed by the administrator. Therefore, if
you do not possess the required rights to purge the database, you will not
be authorized to continue.

The following warning message is displayed:

VidasPurge

Q& Irvalid user name or passwaord
o

oK

Fig. Xl 4: Invalid password

e Click on "OK".
The purge is then aborted.

However, if you have the required rights, you will be authorized to perform the
purge.
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Patient database purge

The purge confirmation window is displayed:

VidasPurge

3

) The data will be definitively remowved from the database, 50 you must perform
: ﬁ a backup {and keep it) before the purge.
Confirm the database purge.

Fig. XI 5: Purge confirmation window

e Click on "Yes" to confirm the database purge,
or
e Click on "No" to cancel the purge.
Note: To save existing data, check that a backup was previously performed.

The database purge starts. Its progress is indicated by the progress bar
displayed on the screen.

When the patient database purge has finished, the following message appears.

VidasPurge

;,y% The purge is ended.

OK

Fig. Xl 6: End of VidasPurge

e Click on "OK" to confirm the end of the operation and close the dialog box.

e Click on "Close" to close VidasPurge.
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Maintenance "Instrument run"

IMPORTANT!  This menu is for use by bioMérieux® technicians only.

On the main screen,

e click on the navigation tree,

e select the "Maintenance" menu.
The maintenance window is displayed.

e Select "Instrument run".

[&] ¥IDAS - Maintenance -

E)EX

LR )

# Instrument run
# Backup Restore

[Kapas]

1 g2
e (s

Fig. XI 7: Maintenance Menu
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Maintenance
Maintenance "Instrument run"

A dialog box is displayed.

bioMérieux

Please enter the password

Password

Fig. Xl 8: Password for the "Instrument run" submenu
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12 Troubleshooting

Introduction

Four types of errors may occur when using the software:
— reagent errors,

— instrument errors,

— software errors.

— errors not related to the equipment.

This chapter describes how to manage these four types of errors and what
corrective action should be performed.

It also presents the errors and warnings that are printed on the results lists.
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Reagent errors

Reagent errors

When a reagent error occurs, the following messages are displayed in the
section status bar:

- ERRSUB
- ERRCB

- ERRCAL
- ERRLOT

ERRSUB: substrate error

The substrate reading performed on the strip at the start of the assay, is out of
range (see page 8-35).

e Check that the reagent storage temperature is 4°C.

e Check the temperature at which the strips are used before starting the assay
(see the assay package insert).

e Check the expiration date of the strips.

e Reperform the assay using a new strip.

ERRCB: bar code reading error

If the bar code cannot be read automatically,

e Enter the bar code manually using the instrument menu (see page 8-36).

If the activated protocol of the assay is not the correct one,

e Activate the correct protocol (see page 8-48) and follow the procedure
described on page 8-37.

If the number of tests created in a predefined section is more or less than the
number of reagent strips loaded in the section(s).

e Follow the procedure on page 8-37.

ERRCAL.: standards error

Calibration for this assay is incorrect (see page 8-33).

e Check that entry of master lot data using the MLE card has been performed
and that the curve has been stored in memory without an error message.

e Perform recalibration for the assay concerned and check that it is correct.
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Instrument errors

ERRLOT: lot error
The lot for this assay has expired (see page 8-37).

e Check the expiration date of the reagents.

o Reperform the assay using reagents from a valid lot.

Instrument errors

When an instrument error occurs, the message "ERRINST" appears in the
section status bar.

Instrument errors are numbered as follows:

— errors 12 to 57 concern a specific section in the analytical module.
An alarm is triggered for each of these errors.

To stop the alarm,

e Correct the cause of the error,

e Delete it from the instrument menu (see page 8-32).
CAUTION! Discard the strips and SPR®s of assays which have been halted.

— Errors 101 to 163 apply to the analytical module as a whole. These errors
require action to be taken.
Please refer to "List of errors from 101 to 163" on page 12-8 to determine
what actions are necessary.
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Instrument errors

List of errors from 12 to 57 and corresponding corrective action

When an error from 12 to 57 occurs, VIDAS informs the user as follows:

Error 12 — Tower jam or sensor failure

A mechanical problem has occurred and the tower has jammed, or the sensor
has not detected tower movement.

e Reset the section (see page 8-28).

If the problem persists, call bioMérieux® Technical Assistance or your local
representative.

Error 13 — Tray jam or sensor failure

A mechanical problem has occurred and the tray has jammed, or the sensor has
not detected tray movement.

e Reset the section (see page 8-28).

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 14 — Pipetting jam or sensor failure

A mechanical problem has occurred and the pump has jammed, or the sensor
has not detected pump movement.

e Reset the section (see page 8-28).

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 15 — Tower positioning error

Tower positioning error. The motor lost steps.

e Reset the section (see page 8-28).

If the problem persists,

e Wait until all the assays have been completed in all the sections,
and then,

e Turn off the VIDAS module and turn it back on again.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.
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Error 16 — Tray positioning error
Tray positioning error. The motor lost steps.
e Reset the section (see page 8-28).
If the problem persists,
o Wait until all the assays have been completed in all the sections,
and then,
e Turn off the VIDAS module and turn it back on again.

If the problem persists, call bioMérieux® Technical Assistance or your local
representative.

Error 17 — Pipette positioning error
Pump positioning error. The motor lost steps.
e Reset the section (see page 8-28).
If the problem persists,
e Wait until all the assays have been completed in all the sections,
and then,
e Turn off the VIDAS module and turn it back on again.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 18 — Door was opened while assay was in progress

The SPR® block door was opened while an assay was in progress or the section
was running.

o Close the SPR block door, the current assay is unusable.

If the error occurs without the SPR block door being open, there is a door
detection problem.

Call bioMérieux Technical Assistance.
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Error 50 — High tray temperature
The temperature of the tray is above 38°C.
e Check that the following environmental conditions are respected:

— the instrument must not be placed in direct sunlight,

the instrument must not be placed near a source of heat,

— room temperature must not exceed 30°C,

there must be sufficient space and good circulation of air around the
instrument.

Error 51 — Low tray temperature
The temperature of the tray is below 36°C

If the VIDAS module has just been turned on, leave it to warm up for 30
minutes, then turn it off and on again.

e Wait 20 minutes before starting assays.

Error 52 — High SPR block temperature
The temperature of the SPR® block is above 38°C.
e Check that the following environmental conditions are respected:
— the instrument must not be placed in direct sunlight,
— the instrument must not be placed near a source of heat,
— room temperature must not exceed 30°C,

— there must be sufficient space and good circulation of air around the
instrument.

Error 53 — Low SPR block temperature
The temperature of the SPR block is below 36°C.

If the VIDAS module has just been turned on, leave it to warm up for 30
minutes, then turn it off and on again.

e Wait 20 minutes before starting assays.
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Error 54 — Tray temperature higher than the average limit
The temperature of the tray is higher than the average limit by 1°C.
e Check that the following environmental conditions are respected:
— the instrument must not be placed in direct sunlight,
— the instrument must not be placed near a source of heat,
— room temperature must not exceed 30°C,

— there must be sufficient space and good circulation of air around the
instrument.

Error 55 — Tray temperature lower than the average limit
The temperature of the tray is lower than the average limit by 1°C.

If the VIDAS module has just been turned on, leave it to warm up for 30
minutes, then turn it off and on again.

e Wait 20 minutes before starting assays.

Error 56 — SPR block temperature higher than the average limit
The temperature of the SPR® block is higher than the average limit by 0.7°C.
e Check that the following environmental conditions are respected:
— the instrument must not be placed in direct sunlight,
— the instrument must not be placed near a source of heat,
— room temperature must not exceed 30°C,

— there must be sufficient space and good circulation of air around the
instrument.

Error 57 — SPR block temperature lower than the average limit
The temperature of the SPR block is lower than the average limit by 0.7°C.

If the VIDAS module has just been turned on, leave it to warm up for 30
minutes, then turn it off and on again.

o Wait 20 minutes before starting assays.
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Instrument errors

List of errors from 101 to 163

When an error from 101 to 163 occurs (except errors 114, 121, 122, 154), the
VIDAS PC emits a beep.

The following modifications appear on the status bar:

1. Analytical module affected by the error. The icon corresponding to the
analytical module affected by the error is circled in red.

2. Information message. If you position the cursor on the icon corresponding
to the analytical module affected by an error, the message "You have to
consult the errors list" will be displayed.

3. Section with an error (if an assay is running). The message "ERRINST"
may appear when an assay is running.

You have to consult the errors list.

[ AL | REEESRY

Fig. XIl 1: Indication of an error (example)

The beep is deactivated when you view the list of errors in the Instrument menu
(available by clicking on the VIDAS module icon circled in red, or if necessary,
by clicking on the status bar of the section with the error "ERRINST").
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Instrument errors

1. Error description. Click on the line containing "Instrument error" to display
the error description.

2. Error deletion icon. This icon enables you to delete a previously selected
error. The status of the section affected by the error goes back to
"RESERV".

Instrument EEE

Instrument error

Description
11/08/2003 - 5:58 AM - Instrument error no. 1681 -> Excessive self-calibration drifl. Please consult the users manual

4:15 FM

= -
S T T e

HORTON 4.

Fig. XIl 2: Description of an error (example)

The VIDAS icon returns to normal after the instrument error has been corrected
or deleted from the list (error deletion icon).

CAUTION! Discard the strips and SPR®s of assays which have been halted.
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Instrument errors

List of errors from 101 to 163 and corresponding corrective action

When an error from 101 to 163 occurs, VIDAS informs the user as follows:
Error 101 to error 102:

Error 101 — Instrument lack of memory

Error 102 — Insufficient memory for protocols

e Restart the analytical module.

If the problem persists, call bioMérieux® Technical Assistance or your local
representative.

Error 103 to error 108:
Error 103 — Unknown command received from computer
Error 104 — Invalid VIDASEP parameters
Error 105 — Invalid start section parameters
Error 106 — Invalid retransmit parameters
Error 107 — Invalid reset section parameters
Error 108 — Invalid protocol parameters

e Check that the information entered is correct.

e Restart the analytical module if necessary.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.
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Troubleshooting
Instrument errors

Error 109 — Section reset error

e Reset the section.

If the problem persists, call bioMérieux® Technical Assistance or your local
representative.

Error 110 — Section start error

e Create a new job list.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.
Error 111 — Section restart error

e Create a new job list and use new reagents.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 112 — Protocol loading error
e Check that the information entered is correct.

e Reset the section.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 114 — Incubator error

This error is always associated with another error.

e Refer to the associated error to find out what action to take.

Error 115 — Invalid bar code parameters

o Allow the assays in progress to finish then restart the analytical module.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 117 — Protocol corrupted

e Restart the analytical module.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.
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Troubleshooting
Instrument errors

Error 119 to error 120:

Error 121 to error 122:

Error 119 — Invalid reset section parameters

Error 120 - lllegal interpretation parameters
e Check that the information entered is correct.

e Restart the analytical module if necessary.

If the problem persists, call bioMérieux® Technical Assistance or your local
representative.

Error 121 — Unable to start bar code reading: check doors

Error 122 — Unable to start section

e Look for the reason why the analytical module cannot start (open doors,
etc.).

e Restart the analytical module.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 123 — Unable to retransmit data to computer

Error 124 to error 131:

e Restart the analytical module.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 124 — Optical self test: air reading > 20

Error 125 — Optical self test: extended range hardware failure
Error 126 — Optical self test: air reading > 10

Error 127 — Optical self test failure

Error 128 — Instrument self test failure

Error 129 — Instrument self test failure

Error 130 — Instrument self test failure

Error 131 — Instrument self test failure

e Call bioMérieux Technical Assistance or your local representative.
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Troubleshooting
Instrument errors

Error 132 — Invalid SLIPTIME command parameters

Error 133 to error 137:

o Check that the information entered is correct.
e Restart the analytical module if necessary.

If the problem persists, call bioMérieux® Technical Assistance or your local
representative.

Error 133 - Protocol reading scheduling error
Error 134 — Protocol reading scheduling error
Error 135 — Protocol reading scheduling error
Error 136 — Tray not detected by scanner head
Error 137 — Protocol reading scheduling error
e Restart the analytical module.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 138 — Invalid SECTEMP command parameters

e Check that the information entered is correct.
e Restart the analytical module if necessary.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 139 — Manual section reset while processing

Error 141 to error 144:

A section being used has just been reset.

This error does not require user intervention.

Error 141 — Section reading status error

Error 142 — Section reading status error

Error 143 — Scanner unable to find home position

Error 144 — Self test: unable to find scanner home position
e Restart the analytical module.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.
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Troubleshooting
Instrument errors

Error 145 — Scanner slow speed warning

e Allow the assays in progress to finish then call bioMérieux® Technical
Assistance or your local representative.

Error 146 — Scanner memory capacity warning

e Restart the analytical module.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 147 to error 150:
Error 147 — Extended range optics failure
Error 148 — Scanner memory (internal stack) capacity warning
Error 149 — Scanner memory (external stack) capacity warning

Error 150 — Scanner error overflow

e Call bioMérieux Technical Assistance or your local representative.

Error 151 to error 154:
Error 151 — Invalid DELPROTO parameters
Error 152 — Invalid SETVAR parameters
Error 153 — Invalid BCTEXT parameters
Error 154 — Unable to perform bar code reading

e Check that the information entered is correct.

e Restart the analytical module if necessary.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 155 to error 159:
Error 155 — Scanner board memory corrupted
Error 156 — Scanner board memory corrupted
Error 157 — Solid standard detected but no value stored
Error 158 — Solid standard not detected but value stored

Error 159 - Solid standard bracket can no longer be detected

e Call bioMérieux Technical Assistance or your local representative.
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Troubleshooting
Instrument errors

Error 160 — Self-calibration drift
e Restart the analytical module.
e Call bioMérieux® Technical Assistance or your local representative, unless

this error occurs during warm-up of the analytical module.

Error 161 — Excessive self-calibration drift

This error also indicates a problem with the scanner.
e Turn off the analytical module then call bioMérieux Technical Assistance or
your local representative.
Error 162 — Instrument too busy to perform calibration

e Do not use the analytical module for 1 hour, or else restart it.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.

Error 163 ® Restart the analytical module.

If the problem persists, call bioMérieux Technical Assistance or your local
representative.
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Troubleshooting
Software errors

Software errors

The most common software errors are:
— General error
— Database error
— Communication error
— Internal error
For these types of errors,
e Close the application running.
e Restart the computer.
Note: If necessary, closing of the application can be forced using the "Task Manager". To do so,

e Simultaneously press <CTRL> + <ALT> + <DEL> to open the "Windows®
XPe Security" dialog box.

e Click on "Task Manager" .
The "Task Manager" dialog box displays.
e Select the task(s) (applications) to close,

e Click on the "End Task" button.

Applications | Pracesses | Performance | Metworking | Users |
Task Status
3 viDas - Configuration - Routine Running
b3 | ¥
> End Task Switch To ] [ Mew Task,.. ]
Processes; 33 CPU Usage: 0% Commit Charge: 310M [ 12290
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Troubleshooting
Software errors

Internal errors

When a software error occurs, the message "ERRINT" appears in the section
status bar.

An alarm is triggered for each of these errors. To stop the alarm, delete it in the
Instrument menu (see page 8-32).

Assay preparation and loading errors:

This test isn't valid

e Check that the assay name has been entered correctly.

Not enough place in predefined sections

The maximum of 20 predefined sections has been exceeded.

e Run some predefined sections to free some positions.

Unable to load section {0}: some standards are missing

e Check that you have performed calibration correctly for all the assays in the
section.
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Troubleshooting
Software errors

Unable to load the section, see the loading configuration

The assay loaded in the predefined section has not been assigned to the
selected VIDAS.

e Go to the Configuration menu: "Assay assignment" submenu.

Unable to load the section, no VIDAS connected

e Check the connection between the VIDAS module(s) and the computer.

No available section left
All the positions in the analyzer are full.

e Wait until assays have been completed.

Not enough slots available in this section
Not enough slots left in this section for this modification
e Use another section or do not exceed the number of slots in the section.

Impossible to modify assay type, the new protocol isn’'t compatible with other assays in the
section

The assays in a section must have the same protocol or a compatible protocol.

e Check the compatibility of assays and protocols in a section.

Sample ID is required

e Enter the sample ID.

Incorrect Sample

The sample ID can include up to 12 characters. Only alphanumeric characters
are accepted.

e Modify the sample ID so that it can be accepted.
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Troubleshooting
Software errors

No standard for this lot number

o Perform the recalibration for the assay(s).

No calibration for a new lot
e Check the calibration for the lot (MLE card) and the assay (recalibration).

o Enter the MLE card data for the lot and perform a recalibration for the assay.

Unauthorized profiles

e Check profile validity.

No standard or control needed for this test

This assay does not require a standard or a control.

e Run assays without calibration or control.

The dilution value is invalid

e Check the dilution value (between 1 and 999).

Expired lot

The shelf-life of the reagent has expired.

e Use a valid reagent lot.

This test name is incorrect

e Check that the name of the assay to be run is correct.
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Troubleshooting
Software errors

"Results" window errors

Incorrect standard

e Perform the correct calibration for the assay.

Expired calibration

The shelf-life of the calibrator has expired.

Can’t find calibration

This assay has not been calibrated.

e Perform a calibration for the assay.

Control not run
A control has not been performed for the assay.

e Run the control(s).

Control out of range

The assay controls are out of range.

e Rerun the control(s).

Control out of Westgard

The external control for the assay is out of range.

e Rerun the assay.

Temperature error
A temperature error has occurred during the assay.

The test result is invalid.

e Rerun the assay.
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Troubleshooting
Software errors

"Configuration” window errors

Assays not compatible for a same profile

e Check compatibility of assays for a same profile.

Too many assays in the profile

The maximum number of assays in a profile is 10.

e Check that the profile does not include more than 10 assays.

Too many assays with incompatible protocols in this profile

The maximum number of protocols in a profile is 5.

e Check that the profile does not include more than 5 different protocols.
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Troubleshooting
Errors or warnings printed on reports

Errors or warnings printed on reports

Symbol | Footnote Description

* Indicates final reading is offscale. The maximal reading capacity of the VIDAS has
been reached.

= Rerun the test after dilution (if possible).

** Indicates substrate background The background fluorescence reading is above its
above accepted limit. accepted limit.

= Rerun the test using new strips and SPR®s.

i Indicates substrate background The background fluorescence reading is below its
below accepted limit. accepted limit.

= Rerun the test using new strips and SPRs.

+ J2 >= J4 and J2-J0O < standard This applies to a dual calibration curve: the RFV
RFV threshold kinetics are incoherent.
= Rerun the calibration using new strips and SPR®s.
+1 Standard RFV < calibration This applies to a dual calibration curve: the standard
threshold of {0} S1is too low.
= Rerun the calibration using new strips and SPRs.
+2 Standard RFV >= calibration This applies to a dual calibration curve: the standard
threshold of {0} S2 is too high.
= Rerun the calibration using new strips and SPRs.
&x Incorrect calibration — rerun the The RFYV for a standard is outside the range
standards RFV out of range predetermined by the MLE card.
(value1> - <value2> RFV) = Repeat calibration using new strips and SPRs.
&& Standard CV offscale The CV control is too high.

= \/ortex the standard and recalibrate using new
strips and SPRs.
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Troubleshooting
Errors or warnings printed on reports

Symbol | Footnote Description
$x Test value is out of range — value | The bioMérieux® control value is out of the limits
should be <= <value> determined by the MLE card.
Test value i t of | The results will not be validated.
ﬁs l‘éabue>'3<°u| o >range —Value® | w Rerun the calibration and control(s) and then
should be = <value recalculate the last results with the new calibration.
Test value is out of range —
acceptable value should be in
<value1> - <value2>
Yox Dose value out of range — value This applies to a double calibration curve.
should be <= <value> The bioMérieux control value is out of the limits
D | t of | determined by the MLE card.
g)sek;/iui(iu (I) ringe —value The results will not be validated.
should be > <value = Rerun the calibration and control(s) and then
Dose value out of range — recalculate the last results with the new calibration.
acceptable value should be
between <value1> - <value2>
$%x Dose value out of range — value User external control dose value is outside the range.
should be <= <value> = Rerun the assay using new strips and SPR®s.
Dose value out of range — value
should be > <value>
Dose value out of range —
acceptable value should be
between <value1> - <value2>
% Indicates mathematical error Results have not been calculated: a mathematical
error has been detected.
= Rerun the assay using new strips and SPRs.
A Indicates unvalidated results Results are not validated (validation mode).
= Go to the "Results" menu to validate them.
%% Indicates sample is over-diluted The sample is overdiluted.
= Rerun the assay without dilution or with a different
one.
++ Indicates test value above

maximum acceptable value

The test value is above the maximum acceptable value
= Rerun the assay using new strips and SPRs.

Indicates test value below
minimum acceptable value

The test value is below the minimum acceptable value
= Rerun the assay using new strips and SPRs.
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Troubleshooting
Error not related to the equipment

Symbol Footnote Description
-- Indicates dose value above The dose value is above the maximum acceptable
maximum acceptable value. value.
= Rerun the assay using new strips and SPR®s.
$$ Indicates dose value below|The dose value is below the minimum acceptable
minimum acceptable value. value.
= Rerun the assay using new strips and SPRs.
+ Indicates C1 reference strip is out | This applies to dual reagent strips: the value of C1 with
of range (low). the reference strip is outside the range (low).
Results will not be validated.
= Rerun the assay and controls.
# Indicates C1 reference strip is out | This applies to dual reagent strips: the value of C1 with
of range (high). the reference strip is outside the range (high).
Results will not be validated.
= Rerun the assay and controls.
! Indicates reference strip RFV < |For dual reagent strips: reference strip RFV is below
<value>. the acceptable low limit.
= Rerun the assay.
$ Indicates reference strip RFV > | For dual reagent strips: reference strip RFV is above
<value>. the acceptable high limit.
= Rerun the assay.
! Indicates RFV below accepted | Low RFV limit check failed.
limit.
# Indicates RFV above accepted [ High RFV limit check failed.

limit.

Error not related to the equipment

If a power failure occurs when a system is connected to a UPS, the VIDAS PC

software and the computer automatically shut down.
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13 Glossary

Assay analysis Interpretation of data using sample assay data, standard assay data and
thresholds for data comparison. These calculations can be different for
each type of assay and can interpret the assay result.

Assay code A two-, three-, or four-character designation for an assay used in the
VIDAS. Assays are entered into the system, for example to create a
predefined section using the assay code.

Assay kit A package containing a set of reagent strips, SPR®s, controls,
calibrators, preparation reagents, package insert and MLE card.

Background The native fluorescence that a sample has without the intended chemical
reaction for the assay.

Bar code A series of lines printed on the label of reagent strips and the MLE card.
The encoded information can be read and interpreted by the scanner and
used to identify the strip.

BCI Bidirectional Computer Interface (Bidirectional connection between the
laboratory information system and VIDAS PC).

Bidirectional A form of communication between two computers where flow of data
works in both directions.

C1,C2,C3 See Internal kit controls.
Calibration The process of adjusting the standard curve of a quantitative assay lot.
Calibrator A solution containing a known analyte concentration. The RFV obtained

from testing a standard is used to interpret the test values of the patient
samples and controls.

Central processing unit The portion of a computer that is responsible for processing software
instructions.
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Glossary

Compatible

Configuration

Connection

Dual reagent strip

Equivocal

External controls

Fluorescence

Internal kit controls

Interpretation

L1,L2...to L10

LIS

Master lot data

Optical scanner

Assays with the same protocol

A group of elements consisting of an instrument, its operating software
and the peripheral(s) which can be connected to it.

Link between the computer and the peripherals or with the central
laboratory information system via input and output ports.

A strip consisting of a jointly attached sample reference reagent strip
(left) and a sample test reagent strip (right).

An assay result that is neither positive/reactive nor negative/nonreactive;
it falls between the high and low threshold values for the test.

User-defined controls and identified as QC1 to QC6.

A physical process in which a substance, after exposure to light at a
specific wavelength, emits light at another wavelength. This is the
process used for analyte detection in the VIDAS.

Controls included in the reagent kits and identified as C1, C2 and C3.
Translation of an assay result.

Linearity point used to perform a linearity control.

Laboratory Information System.

A set of data supplied by bioMérieux® with each lot of an assay, that
supplies quality control ranges and, for quantitative assays, becomes the
standard curve for that lot.

A component of the VIDAS module that reads the bar code label and
measures the intensity of fluorescence of the assay.
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Glossary

Patient report

Position

Predefined section

Profile codes

Protocol

PTC

QC1 to QC6

Reagent

Reserved

Result

Reagent strip

Reagent strip tray

RFU

RFV

A printed report of assay results that groups together the results for a

single patient on one report.

A section consists of 6 positions numbered from left to right, from 1 to 6.

Each position corresponds to a SPR® slot in the SPR block.

Compatible tests (maximum 6) grouped under the same number.

This option enables you to group several tests under the same profile or

full name.

A specific sequence of computer-controlled activities (pipetting, mixing,

incubating, reading, etc...) needed to perform an assay.

Abbreviation for Protocol Test Change.

See External controls.

Consists of a single or dual reagent strip and a SPR.

A predefined reserved section is a list of assays in which the system
assigns the reagent strips to specific positions in the VIDAS module.

Concentration of assays in a defined unit.

A polypropylene strip of 10 wells with a foil seal and paper label. The first
well (nearest the handle) is for the sample. The next eight wells contain
the various reagents required for the immunoassay. The last well of the

strip is the optical cuvette containing the substrate.

A temperature-controlled tray with a plastic cover containing six section
channels that hold six reagent strips or three dual reagent strips. It is also

called the section tray.

Relative Fluorescence Unit.

Relative Fluorescence Value.
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$1, 2, S3
Sample

Section

Sequence number

Solid phase receptacle (SPR®)

SPR® block

Strip preparation tray

Substrate

Target analyte

Test

Test value

Threshold

See Calibrator.

The patient material being tested.

A microprocessor-controlled assay processing unit in the VIDAS,
instrument. The VIDAS module has five sections, labeled A through E.
Each incubator contains a SPR block with channels for six reagent strips
or three dual reagent strips.

A number printed on the reagent strip and encoded into the bar code . It
can be read by the scanner and printed on the assay report. It uniquely
identifies a particular reagent strip.

A specially designed plastic pipette-shaped device with its inside wall
coated with antibody, antigen or other treatments that allow capture of a
target analyte. Each SPR has a corresponding VIDAS reagent strip.

A temperature-controlled block with receptacles to hold six SPRs. Each
has a position for a corresponding reagent strip immediately below it in
the section. A tilt-down door provides access to the SPR block.

A tray with 6 positions located under each reagent strip tray. It is used to
prepare tests for a specific section as it can hold either 6 individual strips
or the boat included in the reagent kit.

A substance in the reagent strip, that is broken down enzymatically to
create a compound that fluoresces.

A biological element to be assayed (antigens, antibodies ...).

Term which refers to the combination of a sample identifier (sample ID or
patient ID) and assay code with which the analysis is to be performed.

Applies to qualitative tests. The result calculated by VIDAS PC, using the
RFV of the sample and which enables the interpretation of results.

A numerical value stored in the computer memory, used to translate the
test value to qualitative results such as positive, negative or equivocal.
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Glossary

Unidirectional

Validation

VIDAS Module

Window

A form of communication between computers where the flow of data
works in one direction.

The process of approving an assay result by the user.

The VIDAS reader / analyzer.

Enables information from the VIDAS PC software to be displayed.
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