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The knowledge provided in this manual is essential for the proper working of the software.
Therefore, pay attention to this manual.

Copyright

Copyright © Revised 2025 Erba Lachema, spol. s r.o.

All rights reserved. No part of this document may be copied, transcribed, or altered in any
other form either electronically or mechanically, including photocopying and recording for
any purpose other than for use by the buyer without the prior written permission of Erba
Lachema, spol. s r.o.

Restrictions and obligations

The information contained in this document may be changed or modified and is not binding
for Erba Lachema, spol. s.r.o. The changes will be published in the new edition of this manual.

Erba Lachema, spol. s.r.o. assumes no responsibility for the use or harmlessness of devices
and software not supplied directly by the producer or authorized distributor.
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1. General instructions and safety (rules)

1.1 User manual

The User Manual for Evaluation and Interpretation of Microorganisms has been writen
for the user and provided information about the software routine use and user customization
interface.

Before using the software, please read the entire manual. Save the manual so that users

can access it whenever it is needed.

1.2 Symbols and signs

These symbols provide you with basic information and warn you of possible danger.

In vitro diagnostics device

<
O

Warning: biological alert

50

£0

Warning: the risk of harming your health
or your immediate surroundings

Producer

Production date

Separate collection of electrical and electronic equipment.

=L R P
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1.3 Software application area
ErbaExpert is an expert microbiological software that allows the interpretation and expert
analysis of microbiological samples in accordance with the EUCAST and CLSI international
standards.
The software may only be operated by personnel/staff trained in its use.
The software may only be used in accordance with the designated area of use.
Warning: If the user uses a device in other than the producer defined way,
the protection afforded by the device may be compromised/ The protection provided

by the device may be impaired/ disrupted

The implementation of the software is in line with EU standards.

1.4 CE marking

Based on the directions listed below and the information in the manual,
c € the product is CE marked.

1.4.1 Directive 98/79 / EC on In Vitro Diagnostic Medical Devices

A risk management analysis for this software has been performed. This analysis is part
of the ISO documentation of the company and CE software documentation.
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Information system ErbaExpert is a laboratory information system for identification
of strains of microorganisms isolated from samples of clinical material, determination of their
susceptibility to antibiotics and evaluating results using an expert system based on EUCAST
and CLSI standards. The user interface is extremely simple, created in the form of wizards
through individual user processes.

For both EUCAST and CLSI, the changes made in 2025 have been implemented.

3. How to use this manual

During system setup, one of the system’s operating modes is set up by the administrator.
A summary of the processes, supported by each mode, is listed in the Program Modes
chapter. For each mode, a typical workflow is described, including the sequence of the
individual processes. For each process, a link to a detailed description of the workflow
is included; detailed descriptions of wizards are provided in the System wizards description
chapter.

The manual also contains a description of the user interface control (chapter User interface
control).

4. Start the system

To start the ErbaExpert information system, click the system icon located on your desktop:
Il

Y/EN
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5. Login to the system

If user login is set up, the user login screen first appears when the system is started.

Select the user whose permissions you access to the system with and enter the password.
The system makes all user actions available to the selected user.

If you have the option to work in individual workstations (laboratories) in the system settings,
select the laboratory station again.

A EbaExpart

Laboratory stafion

After login, the system desktop is displayed.

& et o x
Erba Expert - main menu
Idenfification - reading Defermination of sensiivily - reading
Isolates receipt
Isolates corrections
Add methods fo isolates
QCplanning < pll & >
Evalualion by expert system Qually controls e
2005/55___|09/o4/2025 _urne 16/09/2024__[RAST 5. enferica
09/09/2024 | Avracolor Borad T Avchive of analyzes
o9/0s/20024_[mic G+
QCarchive
Statistics
—“J administration
4= Evaluation Visual By reader




<€rba €ErbaExpert

Click the system exit icon at the bottom right to close the system.
n You can sign into another user by clicking on the logout icon.
- Click the information icon to view system information (version, Product ID)

Switching to another laboratory station can be done by selecting Material receipt / Station change.

6. Program Modes

The Administrator presets one of the system following work modes described in this chapter.

6.1 Registration of patients, samples, isolates and examinations

User manually inserts data on accepted samples and patients. The primocultivation
of the specimen are determined automatically (based on the set primolcultivation rules).
The individual isolates for which the required diagnostic methods are determined are
recorded in the primoculture count. The results of the diagnostic methods are read
automatically by the reader or manually by the user. Finally, the results of all diagnostic
methods for a particular sample can be assessed by an expert system.

e User first registers the received samples using the Sample receipt wizard
e If necessary, user completes / repairs samples in the Sample corrections wizard.
e Patients can be inserted: a. During sample receipt; b. Separately using
Patients registration
e |solates obtained from the Primoculture reading are further analyzed:
o ldentification of microorganisms is performed: a. Using the ID — visual evaluation
wizard; b. ID - reader evaluation wizard.
o ldentifications performed by other methods are entered by the Direct
identification wizard.
o Determination of ATB susceptibility is performed: a. Using ATB — visual evaluation
wizard; b. ATB — reader evaluation wizard.
e If necessary to perform further tests, the methods can be added in the
Add methods to isolates wizard.
e  Finally, samples are evaluated in the Expert system wizard.
e Samples, isolates, and examinations can be viewed using the Statistics and reports form.
e Trial, non-binding identification of microorganisms without impact on stored data
of the system is supported by the Ad-hoc identifications wizard.
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6.2 Registration of isolates and assigned examinations

User manually inserts the received isolates data for which the required diagnostic methods
are set. The results of the diagnostic methods are read automatically by the reader
or manually by the user. Finally, the results of all diagnostic methods can be assessed
by an expert system.

e User first registers the received isolates using the Isolates receipt wizard
e If necessary, user completes / repairs samples in the Isolates corrections wizard.
e Received isolates are further analyzed:
o lIdentification of microorganisms is performed: a. Using the ID — visual evaluation
wizard; b. ID — reader evaluation wizard.
o Identifications performed by other methods are entered by the
Direct identification wizard.
o Determination of ATB susceptibility is performed: a. Using ATB — visual evaluation
wizard; b. ATB — reader evaluation wizard.
e If necessary to perform further tests, the methods can be added in the
Add methods to isolates wizard.
e  Finally, samples are evaluated in the Expert system wizard.
e Samples, isolates, and examinations can be viewed using the Statistics and reports form.
e Trial, non-binding identification of microorganisms without impact on stored data
of the system is supported by the Ad-hoc identifications wizard.

6.3 Only registration of identifications

User manually registers only the details of the identifications to be performed. The results of
the diagnostic methods are read automatically by the reader or manually by the user.

e |dentification of microorganisms is performed: a. Using the |D — visual evaluation wizard;
b. ID — reader evaluation wizard.

e Samples, isolates, and examinations can be viewed using the Statistics and reports form.

e Trial, non-binding identification of microorganisms without impact on stored data
of the system is supported by the Ad-hoc identifications wizard.

6.4 Only registration of susceptibility testing

User manually registers only the details of the susceptibility testing to be performed.
The susceptibility results are read automatically by the reader or manually by the user.

e Determination is performed: a. Using ATB — visual evaluation wizard;
b. ATB — reader evaluation wizard.

e Samples, isolates, and examinations can be viewed using the Statistics and reports form.

e  Trial, non-binding identification of microorganisms without impact on stored data
of the system is supported by the Ad-hoc identifications wizard.
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6.5 Import data of isolates from LIS,
assigning of respective examinations, export data to LIS

Data from individual isolates for which the required diagnostic methods are set in the system
are received from the laboratory information system. The results of the diagnostic methods
are read automatically by the reader or manually by the user. Finally, the results are sent back
to the LIS.

e Reception of isolates is performed by isolates import from LIS. System receives isolates
exported from LIS and puts them into processing
e  Received isolates are further analysed:
o Identification of microorganisms is performed: a. Using ID — visual evaluation wizard;
b. ID — reader evaluation wizard.
o ldentifications performed by other methods are entered by the
Direct identification wizard.
e  Determination of susceptibility to ATB is performed: a. Using ATB — visual evaluation
wizard; b. ATB — reader evaluation wizard.
e If necessary to perform further tests, the methods can be added in the
Add methods to isolates wizard.
e  Finally, samples are evaluated in the Expert system wizard.
e Samples, isolates, and examinations can be viewed using the Statistics and reports form.
e  Exporting data back to LIS is started by selecting Result / Results export to LIS.
e Trial, non-binding identification of microorganisms without impact on stored data
of the system is supported by the Ad-hoc identifications wizard.

6.6 Import of examination requests from LIS, results export to LIS

The data of the required examinations are received from the laboratory information system.
The results of the diagnostic methods are read automatically by the reader or manually
by the user. Finally, the results are sent back to the LIS.

e Receiving requests is started by selecting Material receipt / Isolates import from LIS.
The system accepts the examination requirements exported from the LIS and puts them
into processing.

e Received requests are further analysed:

o Identification of microorganisms is performed: a. Using ID — visual evaluation wizard;
b. ID — reader evaluation wizard.

o Determination of ATB susceptibility is performed: a. Using ATB — visual evaluation
wizard; b. ATB — reader evaluation wizard.

e Samples, isolates, and examinations can be viewed using the Statistics and reports form.

e Exporting data back to LIS is started by selecting Results / Results export to LIS.

e Trial, non-binding identification of microorganisms without impact on stored data
of the system is supported by the Ad-hoc identifications Wizard.
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6.7 Ad-hoc identifications or susceptibility testing only without
data saving

The system only allows manual read-out of identifications or susceptibility testing. Data are
not stored in system data.

e Trial identification of microorganisms without impact on stored data of the system is
supported by the Ad-hoc identifications wizard.

e Trial susceptibility testing of microorganisms without impact on stored data of the
system is supported by the Ad-hoc susceptibility testing wizard.
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7. System Wizards Description

7.1 Material receipt

Using the wizards in this section, sample data, isolates, and patients can be registered
into the system.

7.1.1 Sample receipt

The wizard allows to register samples and determine their primocultivation.

In the first step — Date of sample receipt — user enters the time of sampling, the system
automatically inserts the delivery time when the system is opened.

The sample entry tab is available as a follow-up of the Sample Receipt wizard.

I_ Step | - Date of sample receipt

ErE . | Somple urnbar

Tirne of delkvedy |09/07/2017 12:00:22
Tyoe of material -

]
i - !
Patient .| !

Dagnosis -

Step 2 - Somple receipt Step 3 - Somple cultivation ‘

Hate

e New samples are added: a. Using the + button in the form toolbar on the right;
b. Keyboard shortcut Ctrl + N.

e All the required data for the sample is entered successively. The scale of recorded data
has been set by the System Administrator using the Data Selection option.

e Required fields are highlighted in yellow.

e  Drop-down lists allow incremental search by entering the first few characters
of the searched term.

e You can add new records in the Patient and Ward fields by pressing the button located
on the right of the drop-down list:
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e The wizard is finished in this step by clicking on the blue storage icon located
in the bottom right corner (except the cultivation media settings).

e The system alerts the user to the incompleteness of the data and asks for correcting
/ completing data by the user.

e When setting the Sample cultivation option, the system checks the completeness
until this next step and eventually requires correcting / completing data by the user.
In this step, the user initializes the primocultivation.

| step 1 -Dote of sampie reciot ) step2-Sampte recelpt

Cutivation mesirm m n
BPA - Baird-Parker ogar
Mates

e User selects the individual samples from the List of Samples on the left successively
and selects the Required cultivations for them.

e The system automatically adds to the sample all the culture media defined
in the Primocultivation Patterns.

e If Primocultivation Patterns are not defined for the material, the system adds
a blank Cultivation medium that user fills in.

e The system allows to add any number of additional media: a. Using the + button
in the Forms toolbar on the right; b. Keyboard shortcut Ctrl + N.

e The wizard is finished in this step by clicking on the blue storage icon located
in the bottom right corner.

e The system checks the completeness of the data entry and, if necessary, requires
correcting / adding data by the user.
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7.1.2 Sample corrections
The wizard allows to correct sample data including primocultivation.

In the first step of the wizard — Date of sample receipt — user selects the sample receipt date
from the list to be corrected.

The system only allows to repair those samples whose primocultures have not yet been read!

Next wizard work is identical to the Sample Receipt wizard.

7.1.3 Patients registration
The form records patients whose specimens are / were analyzed using the ErbaExpert system.

On the first tab of the record — Edit Data — patient identification is kept.
(B Patient [E=SECH ]

i Edit data | Performed examinations | List =

Patient internal code

Name |Jcmn |

Sumome |Doe |

Personal ID |1

Yaar of birth 1959

Gender | O woman
@ man
O unknown

Health insurance |First Insurance Company E|

e New patients can be added: a. Using the + button in the Forms toolbar on the right;
b. Keyboard shortcut Ctrl + N.

e All the required data is entered successively. The scale of recorded data has been
set using the Data Selection option.

e Required fields are highlighted in yellow.

The new record is saved after pressing the Save button located in the toolbar on the right
or leaving the form.
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The second tab — Performed examinations — shows the history of the patient’s examination.
The record is read-only.

e The list on the left shows a list of samples that have been tested so far.

e In the fields of the tab, information about the identification and ATB susceptibility
results is displayed. If need information of a sterile sample or common microflora
could be displayed.

(3 Patient e =)
Ecit data Performed examinations | ) =
[sohn | [Boe I I
Sample nr. mn

09/07/2017  |aspirate/punctate ‘AD‘ ] ‘O‘Y‘hef bacterial intestinal infections
0910772017 _[aspiratelpunciate | My hospital - surgery |
09/07/2017  |aspirate/punctate

T
=

[enmis | [EnTEROfest 16
|Eawardsielia tarda
[Excellent identification

! : : : g s
PIT CIX CAZ CPI CP§

7.1.4 Isolates receipt

The Isolates receipt wizard allows to receive isolates and determine methods of examination
(only in Registration of isolates and assigned examinations mode).

In the first step of the Isolates receipt wizard, the user enters isolates.

Isolates receipt Method assigning ‘

Isolate number |2025/25 O systemic infection
Moteriol [(ESEIN 1 o< 75 copicoiion
=

unknown matericl
urine

vaginal smear
Note |venous catheter

v &
¥ &

vomits
'wound smear
'wound surface
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After entering all the isolates, user goes to the next step of the wizard — Methods assigning.

When switching, the system automatically checks if the isolate number in the system already
exists. If so, the system will not allow you to continue the wizard.

The system verifies duplicate isolates. If user enters the same number for two isolates,
the system will not allow the wizard to continue.

Isolates receipt Method assigning Identification - reading ‘

olate e = O Identification method o d =
|2025/25 ® Susceptibility testing method Direct identifications (e.g. MALDI)
© Use only your own AT methods MIC & [Enterobacteriaceat]
[abbrev.  [Examination method -
MIC YST MIC YST Diagnostics ’ H
DDM Disc diffusion method
oMM Other MIC methods
SSTR MIC single strips
= MIC G [Enferobacieriaceae)
=] MIC G-Il [Enterobacteriaceae)
URINE MIC URINE
NEFERM MIC NEFERM |
| STAPHY MIC STAPHY
G+ MIC G+ Mote
BP G- SENSILAtest G-I
8P G-Il SENSILAtest G-Il
BF G+ SENSILAtest G+
BP URINE __|SENSILAtest URINE < =

User assigns a diagnostic method from the Examination method table (in the middle)

to each isolate.

e Methods can be filtered using a method switch (Identification method/Suscpetibility
testing Method/Other diagnostic method/Use only your own ATB methods)

e The selected method is moved to the right Examination Method table: a. By pressing
the > button; b. Double clicking on the selected method; c. Pressing the Enter key
on the selected method; d. The selected method is assigned to all isolates
in the isolate table by pressing the >> button.

e Methods are removed from the Examination Method list: a. By pressing the < button
(one method removed); b. Pressing << (all methods removed)

If user does not select any configurable methods, the wizard is finished by pressing the blue
storage icon located at the bottom right corner.

The system checks whether for each isolate, at least one method is specified. In case of
correct status, it saves the data and ends the wizard.

If user chooses a configurable method, the Customization tab is available.
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= s Added test IOTMmMOO >

n MC single suips lumlku:in(l -4 mg/t)
AMP ampicillin (1 - 64 mg/L) clindamyein (0.06 - 4 mg/L) m n
AMS ampicilln-sulbactam (1/0.5 - 64/32 mg| colelin (0:28 - 12 mg/t)
[7¥3 ceftazidime (0.5 - 32 mgiL) .
CceP cefepime (0.5 - 32 mg/L) 2|
P ciprofloxacin (0.06 - 4 mglL)
Cxm ime parenteral (1 - 64 mg/L) e
ERT ertapenem (0.06 - 4 mg/L) —
GEN icin (0.5 - 32 mglL)
i imipenem (0.12 - 8 mg/L)
Lz linezolid {025 - 16 mg/L)

MER meropenem (0.12 - 8 mglL)
NFT nitrofurantoin (2 - 128 mg/L)

PEN benzylpenicillin (0.06 - 4 mg/L)
PIT piperacillintazobactam (2/4 - 12614 mg _,

This step provides a set of configurable test methods. For each method (displayed in the left
table) user selects a set of tests from the Added test table in the middle.

e Tests are moved to the Test list on the right: a. By pressing the > button;
b. Double clicking on the selected test; c. Pressing the Enter key on the selected test.

e  Tests are removed from the Test list: a. By pressing the < button (one test removed);
b. Pressing << (all tests removed).

The wizard closes by pressing the blue storage icon located at the bottom right corner.

The system checks whether for each method, at least one test is specified and in case
of correct status, it saves the data and ends the wizard.
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7.1.5 Correcting isolates

You can edit the inserted data using the Isolates correction wizard. User goes through
a similar wizard as in the case of Isolates receipt; for individual isolates, you can add and
remove analysis methods and modify configurable methods.

Only isolates for which the assigned methods have not yet been evaluated can be corrected!

In the first step — Date of sample receipt — user selects the date of receipt of the sample.

Date of sample receipt Isolates > > |

Select registration date of isclotes:

After selecting, you can go to the next step — Isolates — where you can change the label
of isolates and add notes.

The isolates can not be removed nor added!
The next steps are the same as in the Isolates receipt wizard.

The system does not allow you to remove a method with already read results;
you can not modify the test set of already assigned configurable methods!
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7.2 Analysis

You can use the wizards in this section to enter the sample examination results.

7.2.1 Primocultures reading

The wizard allows the Primocultures reading including the determination of diagnostic
methods for individual isolates.

In the first step of the wizard — Selection of primocultures — user selects samples for
primoculture reading.

Selection of primoculiures Primoculiures reading > > |

Jelect debvery date of somples evaluated:

Reading mode

PRtk rT— T
® |Not reod yet kom the dote] e

© Repeated reading

By the Reading mode switch, user chooses selection of the samples to read: a. All isolates
that have not been read before; b. Isolates not read from a given date; c. Repeated reading.

¢ In case of Not read yet from the date, you can select the date of receipt of the sample
from the list.

e In the case of Repeated Reading, you can also specify a more detailed identification
of the sample (sample designation and / or date).

After selecting the Reading mode, you can go to the next step of the wizard — Primocultures
reading.
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Selection of primoculiures Primoculiures reading Meth. assigning > J
A Result of primoculiivation nolate number +
-BA Blood agar [sctates found E o ]

A-23 - CAB Colurnba sgar :
; B e 1] 1]

[+]

For each primoculture, user enters the Result of primocultivation from the drop-down list:

e [solates found — the system makes the Isolate number list available and adds
a new blank field to the Isolate number table.

e If more isolates are found in one primoculture, additional isolates can be added:
a. Using the + button on the form’s right toolbar; b. Keyboard shortcut Ctrl + N.

Once you have entered all the isolates, you can go to the next step of the wizard by clicking
Methods Assigning.

e The system automatically alerts user to an existing isolate number and prompts
to repair.

e The system automatically alerts user to the duplicate isolate number and prompts
to repair.

e The system automatically alerts user to unlabeled isolates and prompts to repair.

In the case of a complete assignment, the next step is made available — Methods Assigning.
In this step, user assigns diagnostic methods for individual isolates.

User sequentially assigns to each isolate Examination Method from the middle table
of available methods.
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o

O dwrafication meshod
@ Suscepiivility testing method
© Use rdy your vwn AT mathosds

FIE
i ENTERCRent % um
EMT2E ENTERCHes 24
ENTZEN | ENTERDRest 84 N
ENTS ENTERD-Scresn j“:.l-
ERFZ4 ENTERD-Rapd 74 |
STATE STAPHY et 16 s
STAZe STAPHYLast 24
STR1G STREFTOtest 16 Hate
STRH STREPTOME 34 =]
= HEFERMewm 24
AnAZY ANAEROTM 25
s CANDOA Scroen =l
| CANZY CANDIDA o9t 21
B :

e Methods can be filtered using a Method switch (Identification method/Susceptibility
testing method/Other diagnostic method/Use only your own ATB methods)

e The selected method is moved to the assigned Examination Method table located
on the right: a. By pressing the > button; b. double click on the selected method;
c. Pressing the Enter key on the selected method; d. The selected method is assigned
to all isolates in the isolate table by pressing the >> button.

e Methods can be removed from the Examination Method list: a. By pressing
the < button (one method removed); b. Pressing << (all methods removed).

If user does not select any configurable methods, the wizard is finished in this step by
pressing the blue storage icon in the lower-right corner.

The system checks if at least one method is specified for each isolate, and saves the data and
terminates the wizard if it is correct.

If user chooses a configurable method, the Customization step is available.
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== T

Added test IMOMMmMOoOO®r
amikacin (1 - 4 mg/l)

amgacillen (1 - 64 mgll) calistin [0.25 - 14 mg/L)
AMS ampicilln sulbactam (1105 - 6432 mg)

Caz coltazidime (0.5 - 32 mgl)

linezolid (0.25 - 14 mg/L)

]

N NE

cEP colepime (0.5 - 32 mgiL)
= cipenfioxacin (0.06 - 4 mgil)

cu 10,06 - 4 gL}

M ceburomrne parerteral (1 - 68 mglL)

'ER-'i' ertapenam (0,06 - 4 mgl)

GEM gentamicin (0.5 - 32 mglL)
[ imspanam (012 - § mgiL)

MER 12-Bmgl)

NFT (2 - 128 mgll)
PEN benzylpenicillin (0.05 - 4 mglL)

[P piperacillin-tazobactam (24 - 1284 mg

This step provides a set of configurable test methods. For each examination method from the
table located to the left, user selects the required report from the Added test table.

e Tests are moved to the Test list on the right: a. By pressing the > button;
b. Double clicking on the selected test; c. Pressing the Enter key on the selected test.

e Tests are removed from the Test list: a. By pressing the < button (one test removed);
b. Pressing << (all tests removed).

The wizard closes by pressing the blue storage icon located at the bottom right corner.

The system checks if at least one test has been specified for each method, and saves the data
and terminates the wizard if it is correct.
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7.2.2 ID - visual evaluation
The wizard allows visual evaluation of the isolates identifications.

In the first step of the wizard — Isolates Selection — user selects the isolates for which
the identification methods were set during the primocultivation and will be read.

N ] |

Select date of registration of isclates read:

Reading mode — E—

4

@ |Not read yet from the date] m

0 Repeated reading

By the Reading mode switch, user chooses selection of the isolates to read: a. All isolates
that have not been read before; b. Isolates not read from a given date; c. Repeated reading.

e In case of Not read yet from the date, you can select the date of registration
of the isolates from the list.

e In the case of Repeated Reading, you can also specify a more detailed identification
of the isolate (isolate designation and / or date).

After selecting the reading mode, you can go to the next step of the wizard — Kit selection.
User chooses one kit from the drop-down list.
In the next step — Strains reading — all the isolates listed in the Isolate table are item-by-item

scanned. User goes through the individual kit tests, reads all the isolates and inserts the
results into the appropriate fields.
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1 - Isolates selection 2- Kit selection 4 - Evoluotion |

4 Stip fests ° ° - - = .
D

ORMN URE PHE ESL 3CI

0000000
MAL NG ADC

CEL UC SCR TRE MAN

Supplementary fests |

e The result falls into the following categories: a. Positive; b. Negative; c. Dubious
(cannot be decided).

e The positive result can be entered: a. By pressing the + button; b. Pressing 1;
c. Using a left-click.

e The negative result can be entered: a. By pressing the - button; b. Pressing 2;
c. Using a right-click.

e The dubious result can be entered: a. By pressing the space bar; b. Pressing 0;
c. Clicking any mouse button on the already-read test with + or - value.

e  Tests that are part of the supplied identification kits will be coloured in accordance
with the colour of the kit well.

After entering all the isolates, you can go to the next step of the Wizard — Evaluation.
The system checks whether user entered at least one test result to each isolate; otherwise,
it prompts to correct.

1 - Isolates selection > 2 - Kit selection >3 - Sirains reading 4 - Evaluation

Identification

o Identified taxon score T-index List of doulbotful results
99.86  0.959
Vibrio metschnikovii 0.04 0.355 DOL 1
Vibrio vulnificus 0.03  0.164 CEL 90 SUC 11 DUL 1
Aeromonas hydrophila subsp. hydrophila 0.01 0,215 ARG 90 VPT 93 DUL 1
Aeromonas sobria 0.01 0.114 ARG 99 VPT 80 DUL 1
Citrobacter freundii 0.01 0231 L¥S1 SCI 80 DUL 11
Kluyvera georgiana 0.01 0.055 ORN 99 SCI 80 CEL 99
Strain is excellently differentiated.
coli - - sirain is typical -
Excellent identification

Information about taxons List of doubtful results
-] [Escherichia coli v] [Escherichia col > Differentiation
Phenotypic group [none ~

Note

. KM a3
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User goes through the Isolate table on the left side and evaluates the identifications.

In the Identified taxon Window, the pre-sorted (using absolute probability limits) taxons are
listed. For each taxon you can find two data:

e [Identification score. 1t shows the degree of identification exclusivity. Based
on the assumption that the identified strain belongs to the given taxon, the identification
score indicates the percentage of probability that the strain belongs to this taxon
and none other.

e T-index. Indicates the typicality of the identified strain relative to the taxa listed.
The T index value range is between 1 - 0. The higher the T-index, the more similar
is the strain to the ,ideal” of the given taxon.

A final evaluation of the identification is the sum of both the criteria above. The result
is reflected in the taxonomy window. In case of very good or excellent identification,
theidentified taxonis highlighted in dark green. Inthe case of good or acceptable identification,
the taxon is highlighted in light green. In the case of generic or species identification,
the taxa are highlighted in yellow.

Obviously, the application-generated identification result must always be verified by the
user. There are other auxiliary functions — Information about taxons, List of doubtful results,
and Differentiation Tests.

e If important phenotypic groups may exist for a given taxon, a drop-down list of groups
will be displayed. The list will only be displayed if ATB susceptibility testing is not
scheduled for the isolate.

e User can change assignment to phenotypic group.

If only identification is required, the blue printer icon appears in the lower-right corner. Now
you can print the results.

The isolate is then marked as the sent one.

Once you have entered the results for all isolates, you can save the data by pressing the blue
wizard exit icon in the lower right corner.

The system checks the completeness of the assignment and prompts the user for any
corrections; then the data are saved.
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7.2.3 Automated reader identification

The wizard allows the automatic reading to identify the isolates using a reader.

In the first step of wizard — Isolates selection — user selects isolates with set identification
methods during the primoculture reading.

ey ) )

Select date of registration of isclates read:

Foseing mede EEE T - |
o minet et reod ’ E
2802 BA
® Not read yet from the date

O Repeated reading

By the Reading mode switch, user chooses selection of the isolates to read: a. All isolates
that have not been read before; b. Isolates not read from a given date; c. Repeated reading.

e In case of Not read yet from the date, you can select the date of receipt of the isolate
from the list.

e In the case of Repeated Reading, you can also specify a more detailed identification
of the isolate (isolate designation and / or date).

After selecting the Reading mode, you can go to the next step of the wizard — Kit selection.

User chooses kits from the drop-down list and goes to the next step — Isolates position.
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IIsolcltessalecllon) 2 Kt selection 4Raoderhllloﬂzi'|g> > > ‘
Plates pesitioning 1 +
Tommoow> EE

11 (ENT24N)

The system automatically creates a corresponding number of blank plates to enter
the particular number of isolates.

e User sequentially assigns isolates from the Unassigned isolates table on the left
into the plate: a. By pressing the > button; b. Double clicking on the selected isolate.

e Once the isolate plate is full, the system automatically goes to the next plate.

e The selected isolate on the plate is marked with a blue stripe on the left.

e |solates can be removed from the plate: a. By pressing < (one isolate); b. By pressing
<< (all isolates).

e To add a new plate to the list: a. Press the + right button on the toolbar;
b. Use the keyboard shortcut Ctrl + N.

e To remove the current plate from the list: a. Press the - right button on the toolbar;
b. Use the keyboard shortcut Ctrl + D.

User assigns the individual isolates to the plates sequentially and goes to the next step
Reader initializing.

If not done so, user switches the reader on and waits until the reader initialization
(autocalibration). The ErbaScan reader signals the autocalibration ending with the permanent
green diode on the front panel of the device.

When moving to the Plates Measuring, the system ejects plate carrier from the reader and
prompts user to insert plate.
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| 1 Isolates selection >2 Kit selection 3 Isolates position > 6 Tests results |

Insert plate nr. 1 into the reader and press Measure:

1 5512
m

e During inserting the plate, follow the order of inserts (for better plate orientation,
the number of the first isolate on the plate is always indicated at the plate number)

e Ensure that the plate is oriented correctly when inserted into the carrier (marking
of the A-H positions on the carrier must match the plate markings).

e Press the Measure button to start the plate readout.

e The system prompts you to insert another plate when reading finishes.

e The system informs user about the last plate meassured and goes to the next step
of the wizard — Test results.

1 Isolates selection >2ltltseleclfon }8 Isolotes position > >5Pro193 measuring

1 £5.12 : sfrip tests ° ° ° ° = 8 - .
H2 LYS IND ORN URE PHE ESL 3CI
20000000

MAL MO ADO CEL SUC SOR TRE MAN

Supplementary fests

VPT Xl

In this step, all isolates listed in the left table can be reviewed. For each isolate, user verifies
the evaluation of each test.

e The result falls into the following categories: a. Positive; b. Negative; c. Dubious
(cannot be decided).

e The positive result can be entered: a. By pressing the + button; b. Pressing 1;
c. Using a left-click.
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e The negative result can be entered: a. By pressing the - button; b. Pressing 2;
c. Using a right-click.

e The dubious result can be entered: a. By pressing the space bar; b. Pressing 0;
c. Clicking any mouse button on the already-read test with + or - value.

e Tests that are part of the supplied identification kits will be coloured in accordance
with the colour of the kit well.

After entering all the isolates, you can go to the next step of the Wizard — Evaluation.
The system checks whether user entered at least one test result to each isolate; otherwise
prompts to correct.

1 Isolates selecfion ;2 Kit selection 3 Isolates position 5 Plates measuring ;6 Tests results 7 Evaluation

z‘ Identification
o Identified taxon score T-index List of doubtful results
1 28
ella pneumoniae subsp. rhinescleromatis 99.81  1.000
Klebsiella pneumoniace subsp. ozaenae 0.19 0.662 ONP 80 SUC 20 ESL 80 n
Citrobacter freundii 0.00 -.089 SCI 80 ONP 88 INO 1

Klebsiella aerogenes 0.00 —.244 SCI 95 ONP 99 VPT 98
Raoultella ferigena 0.00 -.119 ONP 99 VPT 99 ESL 99

semratia odorifera biovar 1 0.00 -.018 SCI 99 ONP 99 ESL 95 J
serratic plymuthica 0.00 =134 ADO 1 VPT 80 ESL 81 /‘

strain is excellently differentiated.

Klebsiella pneumoniae subsp. rhinoscleromatis ~ - strain is typical

Information about taxons List of doubtful results

Klebsiella pneumoniae subsp. rhinclv | [ Klebsiella preumoniae subsp. rhinos(~ | Differentiation

Phenotypic group (S8

Note

& ] v

User goes through the Isolate table on the left and evaluates the identifications.

In the Identified taxon Window, the pre-sorted (using absolute probability limits) taxons are
listed. For each taxon you can find two data:

e [dentification score. It shows the degree of identification exclusivity. Based on the
assumption that the identified strain belongs to the given taxon, the identification score
indicates the percentage of probability that the strain belongs to this taxon and none other.

e T-index. Indicates the typicality of the identified strain relative to the taxa listed.
The T index value is between 1 - 0. The higher the T-index, the more similar is the strain
to the ,ideal” of the given taxon.

A final evaluation of the identification is the sum of both the criteria above. The result
is reflected in the taxonomy window. In case of very good or excellent identification,
theidentified taxonis highlighted in dark green. Inthe case of good or acceptable identification,
the taxon is highlighted in light green. In the case of generic or species identification, the taxa
are highlighted in yellow.
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Obviously, the application-generated identification result must always be verified by the
user. There are other auxiliary functions — Information about taxons, List of doubtful results,
and Differentiation Tests. If user requires only identification, the blue printer icon appears in
the lower-right corner. Now you can print the results.

e |f important phenotypic groups may exist for a given taxon, a drop-down list of groups
will be displayed. The list will only be displayed if ATB susceptibility testing is not
scheduled for the isolate.

e User can change assignment to phenotypic group.

The isolate is then marked as the sent one.

Once you have entered the results for all isolates, you can save the data by pressing the blue
wizard exit icon in the lower right corner.

The system checks the completeness of the assignment and prompts for any corrections;
then the data are saved.

7.2.4 Direct identification wizard

The wizard allows you to record isolates directly, as for example, during manual transmission
of identification results from other identification methods (typically MALDI).

In the first step of the wizard — Isolates selection — user selects the isolates for which direct
identification methods were entered in the primoculture reading.

1 - Isolates selection 2 - |dentification entering

Select date of registrafion of isolates read:

Reading mode
© All not yet read osioziz07 isolate [-]

15
@ [Not read yet from the date]

© Repeated reading
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By the Reading mode switch, user chooses selection of the isolates to read: a. All isolates
that have not been read before; b. Isolates not read from a given date; c. Repeated reading.

e In case of Not read yet from the date, you can select the date of receipt of the isolate
from the list.

e In the case of Repeated Reading, you can also specify a more detailed identification
of the isolate (isolate designation and / or date).

After selecting the Reading mode, you can go to the next step of the wizard — Identification
entering. In this step, user goes through the list of isolates in the Isolate table located
on the left and selects the identification result for from the taxa list.

| 1 - Isolates selection 2 - |dentification entering

15 C: lobacts i -
Q Identification not pedormed omeresasiercot

Clostridium glycolicum

O Unidentified Escherichia coli

® identified os subep. 1
/| A

Identification quality
[Excellent identification =]

MNote

e The identification result switch can be selected: a. Identification not performed,
b. Unidentified; c. Identified as

e In case of Identified as, the user selects the Identification Quality and the identified
taxon from the taxon list.

e For quicker orientation, Quick Search can be used. After entering any text, the system
selects from the taxon list that one in which the text appears anywhere in the genus
or generic name of the taxon.

After entering the results for all isolates, the data is saved by pressing the blue wizard exit
icon in the lower right corner.

The system checks the completeness of the assignment and prompts the user
for any corrections; then the data are saved.
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7.2.5 ATB - visual evaluation

The wizard allows manual reading of the antibiotics susceptibility.

In the first step of the Wizard — Isolates selection — user selects the isolates to which the
susceptibility testing methods were assigned in the primoculture reading.

1 - Isolates selection 2 - Kit selection ‘

Select date of registration of isolates read:

12 5 N o= B
09/04/2025
2025/25

© Repeated reading 2025/25

2025/985

Reading modh

@ All not yet read

® Mot read yet from the date

By the Reading mode switch, the user chooses selection of the isolates to read: a. All isolates
that have not been read before; b. Isolates not read from a given date; c. Repeated reading.

e In case of Not read yet from the date, you can select the date of registration
of the isolates from the list.

e In the case of Repeated reading, you can also specify a more detailed identification
of the isolate (isolate designation and / or date).

After selecting the reading mode, you can go to the next step of the wizard — Kit selection.

From the drop-down list (Select the kit to measure), the user selects the kit (or all of them in
the case of the Read All Kits option) to read.
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1 - Isolates selection 2 - Kit selection 3 - Strains reading

Select the kit to measure:

ion method

MIC G-I [Enterobacterioceae|
Other MIC methods
RAST 5. enterica

[ Read all kits

In the next step — Strains reading - the user looks through individual isolates and their
determination and visually reads the individual kits.

In the case of MIC kits, the results are entered by clicking on the strip well, in which inhibition

of growth is first observed in the row. In case of growth in all wells, the user selects the R
field:

1-lIsolates selection 2 - Kit selection 3 - Strains reading

. _ IGTMOUO®>
T o GOOOS®®
2 Or . @8 ® @ § oroiinsibactam K 4
3 Or ....“.‘ cefazolin
4 Or OF ¥ P
5 Or PS8 G
8 0Or ‘ . . . gentamicin
7 0Or @O S S G i
8 Or . OO0 8§ rmethopimsifomsthoxazole
I - OGSO SES
10 Or . @ ® 8 @ cofoxacin
e G000 O8® =
12 Oe . @09 ® @ riofonion
Growth in o well @ cowihinhibition

Determine the MIC value by clicking info the certain wellin the plate

Proteus vulgaris
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When the disc diffusion method is read, user enters directly the inhibition zones diameter
for individual antibiotics:

1 - Isolates selection 2- Kit selection 3 - Strains reading

2 - AMK (amikacin zone [22 mm

2025/25 |CDM ¢ !
AMC [amoxicilin-clavulanic acid) one [ Jmm H ‘
COX (cefoxitin] one [ |mm ' H
MER [meropenem| wne [ |mm
PEF (pefloxacin) zone [ Jmm

Enter values of disc inhibition zones diamster
Escherichia coli

When reading the disk diffusion method according to the RAST methodology, the user also
selects the reading date (4, 6 or 8 hours):

1 - Isolates selection 2-Kit selection 3 - Strains reading

Reading affer 4 hours (RAST) ]

2025/985 RAST

PIT (piperacillin-tazobactam] Zone mm

CTX (cefotaxime] Zone mm
CAZ (ceftazidime] zone [ |mm
CIP [ciprofloxacin] wne [ |mm
IMI (imipenem} tone [ Jmm
MER (meropenem) tone [ |mm
PEF (pefioxacin) wone [ |mm

1.5 [trimethoprim-sulfamethoxazole| wne [ |mm

v &
¥ a

Enter vallues of disc inhibition zones diameter

Salmonelia enterica
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When reading another MIC method, the user enters the MIC for each antibiotic directly:

1 - Isolates selection 2 -Kif selection 3 - Strains reading

il - ATT [azirsonam) mic |2 marL
iz feone) :
CPT [ceftaroline) MC ma/L H ‘
CIP (ciprofloxacin) me[  Jmon ’ H
COL [colistin) wme [ Jmon
Enter values of MIC
Escherichia coli

If only susceptibility determination for the isolate is required, the blue printer icon appears
in the lower-right corner. Now you can print the results

The isolate is then marked as the sent one.
Once you have entered the susceptibility testing results for all isolates, you can save the data
by pressing the blue wizard exit icon in the lower right corner.

The system checks the completeness of the assignment and prompts for any corrections;
then the data are saved.
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7.2.6 ATB —reader evaluation

The wizard allows automated susceptibility testing reading.

In the first step of wizard — Isolates selection — user selects isolates that have set susceptibility
determination methods during the primoculture reading.

1Isolates selection 2Kit selection

Select date of registration of isclates read:

Reading mod

O All not yet read [ soioie B
@ Hot read yet from the date
O Repeated reading S ——

i |

By the Reading mode switch, user chooses selection of the isolates to read: a. All isolates

that have not been read before; b. Isolates not read from a given date; c. Repeated reading.

e In case of Not read yet from the date, you can select the date of registration
of the isolates from the list.

e In the case of Repeated reading, you can also specify a more detailed identification
of the isolate (isolate designation and / or date).

After selecting the reading mode, you can go to the next step of the wizard — Kit selection,
where the user chooses a kit to be read.
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1 Isolates selection 2Kit selection 3 Isolates position ‘

Select the kit to measure:

MIC G-l [Enterobacteriaceas)

[ Rread all sets with the same numbsr of rows

In the next step — Isolates position — the system automatically creates a corresponding
number of blank plates for the location of the specified number of isolates.

‘ 1 Isolates selection 2 Kit selection 3 Isolates posifion 4 Plates measuring ‘

Plates pesitioning 1

Unassigned isclates —

Isolate Examination method

ITOMMOO®@>

N 2025/25 (G- 1)

v &
¥ a
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e User sequentially assigns isolates from the Unassigned Isolates table on the left
into the plate: a. By pressing the > button; b. Double clicking on the selected isolate.

e Once the isolate plate is full, the system automatically goes to the next plate.

e The selected isolate on the plate is marked with a blue stripe on the left.

e |solates can be removed from the plate: a. By pressing < (one isolate); b. By pressing
<< (all isolates).

e To add a new plate to the list: a. Press the + right button on the toolbar;
b. Use the keyboard shortcut Ctrl + N.

e To remove the current plate from the list: a. Press the - right button on the toolbar;
b. Use the keyboard shortcut Ctrl + D.

User sequentially assigns the individual isolates to the plates (in case of panels of the entire
plate and goes to the next step Reader initializing.

If not already done so, user switches the reader on and waits until the reader initialization
(autocalibration). ErbaScan reader signals the autocalibration ending with permanent green
LED on the front panel of the device.

Clicking the Plates Measuring tab, the system ejects the plate carrier from the reader and
prompts to insert the plate.

1 Isolates selection 2 Kit selection 3 Isolates position 4 Plates measuring 5 Tests results

List of plates

Insert plate fr. 1 into the reader and press Measure:

] - — m

v
¥ a
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e During inserting the plate, follow the order of the inserts (for better plate orientation,
in the table in the right column, the number of the first isolate on the plate is always
indicated at the plate number).

e  Ensure that the plate is oriented correctly when inserted into the carrier (marking
of the A-H positions on the carrier must match the plate markings).

e Press the Measuring button to start the plate readout.

e The system prompts to insert another plate.

e The system informs user about the last plate meassured and goes to the next step
of the wizard — Test results.

For MIC sets, the results are presented in a strip form. The strip well, in which inhibition
of growth is first observed in the row, is grayed out. In case of growth in all wells, the reader
selects the R field.

1 Isolates selection 2Kit selection 3 Isolates position 4 Plates measuring 5 Tests rasults

T o m mg o
1 2025/25‘ = Gl - 1 Or . S0 00O0@® i
2 Or 0 @8 e O @ ctinsiboctan H ‘
| 9000000 S
4 Or ‘ O @ cetoonme 4 M
5 Or Qe R®® =
8 or 000000 -
7 OR amikacin
i 9000000
4 Or 0 0000 8@ rmehopimsufomethoxazols
10 Or @O O e PP croioxen
- 11 Or ’ . ' . ' . ‘ chloramphericol
12 Or Qe eO e oo
Growth in a well @ cowthinhisition {0 suspicious growth - review

Determine the MIC value by clicking into the certain well in the plate

User checks the results of all tests on selected isolates. Also in this case, you can change the
results - by clicking in the well you can set the MIC value.

Escherichia coli

If only susceptibility determination for the isolate is required, the blue printer icon appears
in the lower-right corner. Now you can print the results.

The isolate is then marked as the sent one.

Once you have entered the susceptibility testing results for all isolates, you can save the data
by pressing the blue wizard exit icon in the lower right corner.

The system checks the completeness of the assignment and prompts for any corrections;
then the data are saved.
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7.2.7 Other methods
The wizard allows to read other diagnostic methods.

In the first step — Isolates selection — user selects the desired isolate / isolates, which shall be
analyzed by Other diagnostic methods.

1 - olates selection 2- Method selection > l
!
Select dote of registration of isolates read: =
e

v EEET . -
© Allnot yet read mn
@ Not reod yet from the dote
O Repeoted reading —_— 3
7| A
.
|

By the Reading mode switch, user chooses selection of the isolates to read: a. All isolates
that have not been read before; b. Isolates not read from a given date; c. Repeated reading.

e In case of Not read yet from the date, you can select the date of registration
of the isolates from the list.

¢ In the case of Repeated reading, you can also specify a more detailed identification
of the isolate (isolate designation and / or date).

After selecting the reading mode, you can go to the next step of the wizard — Method
selection, where the user chooses a kit to be read.
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— T - |
1

R

: mu

Bl

Which method will you recd?

In the next step — Strains reading — user visually reads individual isolates and enters
the results into dedicated form (numeric or other format).

1 - Isclates selection > 2 - Method selection 3 - Shains reading

HEM [Haemalysis -|
[betd ]

Once you have entered results for all isolates, you can save the data by pressing the blue
wizard exit icon in the lower right corner.

The system checks the completeness of the assignment and prompts for any corrections;
then the data are saved.
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7.2.8 Add methods to isolates wizard

The wizard allows to add other required methods of examination to the already-processed
isolates.

In the first step — Isolates Selection — user selects the desired isolate / isolates by specifying
the isolate number and / or the isolate reading data. In the next step — Analysis Methods,
user assigns additional diagnostic methods to individual isolates. The hitherto unread
methods can be removed at this step. Otherwise, the methods are read-only.

User assigns to each isolate from the table on the left the examination methods available in
the Method assigning table.

e Examination methods can be filtered using a method type switch Identification method
Susceptibility testing method/Other diagnostic method/Use only your own ATB methods)

e The selected method from the Examination Method Table can be moved to the Assigned
Examination Method Table on the right: a. By pressing the > button; b. Double clicking
on the selected method; c. Pressing the Enter key on the selected method.

e Methods could be removed from the Examination Method list by pressing
the < button (one method removed).

— EE R -~

O WAl atn e

1 02HaEE O Suichp bty teifing mahod Giher MK methods
O Ui Sy your awn AT mathads ENTEROtst 16
o
ENTHE ENTERDiwsi 16
ENT4 ENTERQUYt 34
ENTRN | ENTERGust 24 W
ENTS ENTERD-Screen
ERF2s ENTERD-Raged 4
B STAPHTLes 16
5TAZ4 STAPHY I 24 ik
sTRIE STREPTCREM 15 fiote
B STREPTCRest 24 | =]
NEF2:e NEFERMiast 24
ANAZY ANAEROtest 23
(CANS CANDIDA, Se i L j
cavt CANCHDAnst -

If user did not choose any of the configurable methods, the wizard is finished in this step
by pressing the blue storage icon in the bottom right corner.

The system checks if at least one method is specified for each isolate, and saves the data
and terminates the wizard if it is correct.

If user chooses a configurable method, the Customization step is available.
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This step provides a set of configurable test methods. User goes through the table of isolates
with the methods assigned in the form on the left. User assigns for each isolate in the table
on the left a method from the Added tests table.

e Tests are moved to the Test list on the right: a. By pressing the > button;
b. Double clicking on the selected test; c. Pressing the Enter key on the selected test.

e Tests are removed from the Test list: a. By pressing the < button (one test removed);
b. Pressing << (all tests removed).

The wizard closes by pressing the blue storage icon located at the bottom right corner.

The system checks if at least one test has been specified for each method, and saves the data
and terminates the wizard if it is correct.

7.2.9 Ad-hoc identifications wizard

The wizard allows to perform any identification using system identification methods without
the need to enter isolates. The results of these identifications are not stored in the data and
are not logged by the system.

In the first step of the wizard — Kit selection — user chooses the identification kit.
Then vou can go to the next step — Strains reading.

‘ 1 - Kit selection 2 - sirains reading 3-Tests results

sip fests 00000 O -

URE ARG ORN LYS H2S SCI MAL ONP

+ - 9000 - -

SAL SOR MLB CEL LAC TRE MAN GIR

900 000

DUL ADO ART SUC INO RAF ESL BXY

supplementary tests

OXl IND VPT



<€rba €ErbaExpert

User gradually puts the results of each test into the appropriate box fields.

e The result falls into the following categories: a. Positive; b. Negative; c. Dubious
(cannot be decided).

e The positive result can be entered: a. By pressing the + button; b. Pressing 1;
c. Using a left-click.

e The negative result can be entered: a. By pressing the - button; b. Pressing 2;
c. Using a right-click.

e The dubious result can be entered: a. By pressing the space bar; b. Pressing 0;
c. Clicking any mouse button on the already-read test with + or - value.

e Tests that are part of the supplied identification kits will be coloured in accordance
with the colour of the kit well.

After entering all the tests, you can go to the next step of the Wizard — Evaluation. The
system checks whether at least one test was specified; otherwise prompts to correct.

Identification

Identified taxon scone T-index  List of doubthul resulfs
Edwardsielle tarda 1000 1,000

jakmeonella enferica subsp. enterica 0.00 0045 IND 1 SOR 90 HaW 28
Escherichia coll 0.00 =115 H2S 1 SOR 88 TRE 95
Morganells morgani wbip. morgonii 0.00 - 082 H2S 20 LYS 1 URE %

Strain is excellently differenticted.
Edwaordsiello farda - strain is typical
Excellent identification

Information about taxons Uist of doubtful results
Edwardsielia tarda [6] [eawerasielia tarda

Taxons are listed in the Identified taxon Window, which were pre-sorted using absolute
probability limits. For each taxon you can find two data:

e [dentification score. It shows the degree of identification exclusivity. Based
on the assumption that the identified strain belongs to the given taxon, the identification
score indicates the percentage of probability that the strain belongs to this taxon and none other.

e T-index. Indicates the typicality of the identified strain relative to the taxa listed.
The T index value is between 1 - 0. The higher the T-index, the more similar is the strain
to the ,ideal” of the given taxon.

A final evaluation of the identification is the sum of both the criteria above. The result
is reflected in the taxonomy window. In case of very good or excellent identification,
theidentified taxonis highlighted in dark green. In the case of good or acceptable identification,
the taxon is highlighted in light green. In the case of generic or species identification, the taxa
are highlighted in yellow.
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Obviously, the application-generated identification result must always be verified by the
user. There are other auxiliary functions — Information about taxons, List of doubtful results,
and Differentiation Tests.

Identification result can be printed by pressing the blue printer icon in the lower right corner.
Data are not longer stored in the system.

All current identifications are always printed. For each set, results are listed on a new page.
Isolates are numbered in the order in which they are inserted. However, if you need to enter
your own isolate numbers, it is more appropriate to use another mode of program work.

The wizard closes by pressing the form’s exit button in the lower-right corner.

7.2.10 Ad-hoc susceptibility testing wizard

The wizard allows the user to perform any sensitivity determination using the system’s ATB
methods without having to enter isolates. The results of these determinations are not
stored in the data and are not logged by the system.

We will start the free sensitivity determination using the Tools and Reports / Consulting
Tools / Ad-hoc susceptibility testing procedure.

In the first step of the wizard - Material, methods - the user selects the ATB kit and the
sample material:

Material, methods Customization ‘

Material

[blood - [pbbrev. [Examination method
MIC ¥ST___|MIC Y57 Diagnostics [MIC G (Enterobacteriaceae)
DOtocal ATe application DOM Disc diffusion mefhod Disc diffusion mefhod
[ systemic infection oMM Other MIC methods -
SR MIC single strips
G-1 MIC G-l (Enferobacteriaceae]
© suscaptibity festing method (= MIC G-Il (Enterobacteriaceae)
O Use only your own ATB methods (U5 M URIE t
NEFERM___|WIC NEFERM
[stapRY [ MiC sTAPHY
- MIC G+
PG SENSILATest G-1
P Gl SENSILATest G-I
For [SENSILATest G+
BP URINE [ SENSILATest URINE
T A 2

O Pouzit metodu RAST
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The user first selects the ,isolate” material. It is possible to select a local ATB application
for selected materials - in this case the results will be evaluated according to breakpoints
for the topical application.

The user further assigns the test methods available to the isolate in the middle table of
the Test Methods. Examination methods can be filtered using the method type switch
(Susceptibility testing methods / Only own ATB methods).

e The selected method from the Test methods table can be moved to the table of
assigned isolate examination methods on the right by pressing the > button,
double-clicking on the selected method or pressing the Enter key on the selected
method.

e Examination methods can be removed from the list of assigned methods by pressing
the < (one method removed) or << (all methods removed) button.

If a configurable method has been selected, the user proceeds to the Customization step:

Material, methods Customization Identification - reading > ‘

= Added fest

i Disc diffusion method b 5 7 lnlmkncm
[ AMX lomoicillin _I

AMC .amoxicillin-clavulanic acid

AVE B

AP [ampicilin
AMS [ampicilin-sulbactam
A

Azt aztreonam

v
¥ a

ALA azireonam-avibactam
PEN
=53
CEC cefaclor

CR cefadroxil
LEX cefalexin

FAn
|erz cefazolin
=] [cor fdinir E

User assigns for each isolate in the table on the left a method from the Added tests table.

e Tests are moved to the Test list on the right either by pressing the > button or
double clicking on the selected test or pressing the Enter key on the selected test.

e Tests are removed from the Test list either by pressing the < button (one test
removed) or pressing << (all tests removed).

Next, the user goes to the step Identification — reading:
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D) b conicoon-recans YT ) )

Quick seorch

Acinetobacter baumanni =
Acinetobacter baumannii complex

v &
¥ a

The user selects an identified taxon from the list of taxa.

Quick search can be used for easier orientation. After entering any text in this field, the
system selects from the list of taxa where the text occurs anywhere in the genus or species
name of the taxon.

After entering the identification result for the isolate, it is possible to go to the MIC / zones
step.

| Material, methods Idenfification - reading MIC / zones Evaluation ‘

IO mMmMmoOoO >

1 =0 1 =R ampicillin
2 ®mr ampicillin-sulbactam K |
3 or QOB ®® Y
4 Or QOO ®®® =i
5 Or QO OB ®
5 o 000000 -
7 Or Qe OO O ® i
§ oOr . OO P o
9 or . @ ® ® @ rimetropimsuamethorozole
| 10 or CT X X I F Kt
11 oOr . SO ® O @ oorrrenica
12 Or . @ ® rerocyine
Growthin a well @ crowtinhisition

Determine the MIC value by clicking into the certain wellin the plate

e In the case of MIC kits, the results are entered by clicking on the strip well, in which
inhibition of growth is first observed in the row. In case of growth in all wells, the user
selects the R field.

e When the disc diffusion method is read, user enters directly the inhibition zones
diameter for individual antibiotics.

e When reading another MIC method, the user directly enters the MIC value for each
antibiotic.
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After entering the sensitivity results, it is possible to go to the Evaluation step:

‘ Material, methods Identification - reading MIC /zones Evaluation Output report

Date e number |8 Moterial  [blood ~] Dtocal AT application

025 Bl
auicksearcn [ ]

[Escherichia col [] [oirect identifications (e.g. MALDY |

v &=
¥ a

[no phenotypic group [+] [Excellent identification ]

Defined and configurable MIC plates The isolate is rated using standard EUCAST
R - 7 1

4 4
(S

Inferred susceptibility
R R R

AMX PP AMX

. .The result details (MIC/zone diameter, kit used, change of standard, use of PK/PD
breakpoints, etc.) will be displayed when the mouse is moved above the given result.

e Click on the Evaluation comments button to get the report for the laboratory staff to
help interpret the results, recommend the next steps, and show any discrepancies in the

analysis results (atypical resistance profiles).
° ‘Click on the Therapeutic recommendation button to get report for acceptable

treatment (sensitive or intermediate results). The button is displayed only if the List
the recommended ATB dosage during evaluation is selected.

o By clicking on the Switch Standard and evaluate button, it is possible to change the
interpretation rules to the second standard (EUCAST or CLSI) and evaluate results
based on the second one.

* You can change the strain identification by selecting the result from the drop-down list of

taxa. You can use the filter in the Quick search field to select taxons.

e The results can be changed by clicking on the result field and overwriting it.

Changed results are marked with an orange stripe at the bottom of the result and text.

Warning to the right appears in case of atypical resistance phenotypes (intrinsic

resistance results)

The next step of the wizard — Output report can be accessed after verification and
eventual modifications of the isolate / sample.

In this step, you can edit the output for the end user (clinician). Moving to this step, you

will see an editable list of all the analyzed antibiotics with the end-user reports and a field for
a possible Final comments:
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Material, mefhods Identiication -reading MIC / zones Evaluafion Outputreport
— Dtocol AT. appiicafion
12/04/2025
[Eschrchia cor ] [Ecstent ] b M
Sumary of analyses results
The isolate is rated using standard EUCAST g
e ampicillin HIC 16 ng/L
RS ampicillin-sulbactan HIC & neL
s
s awnicin oral MIC ¢ nat -
Final commentz
5] =
Phenotypic group [no phenotypic group. &}

The Expert System Rating for the current isolate / sample can be printed by clicking on
the blue printer icon.

All currently performed determinations are always printed. For each strain, the results
are listed on a new page. Isolates are numbered according to the order in which they are
inserted. However, if you need to enter your own isolate numbers, it is better to use another
mode of program operation (isolate registration).

The wizard is closed by pressing the form exit button in the lower right corner.

7.3 Results

7.3.1 Expert System

The expert system evaluates the analysis of samples and isolates. The expert system evaluates
only isolates for which both identification and antibiotic susceptibility results are available.
In the first step — Isolates selection — user selects isolates to be evaluated:

Isol ction Evaluation |

Select registrotion date of holoter evaluated:
Mode of somples evaliaticn

& completed and not yet evaluated' | EEET | “Z]

4
® Completed and rot yet evalucted from fhe date
. L 1
© Prefiminary evaluation (including incompleted)

16
© Repeated evaluation of the resulls ]
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By switching the Mode of samples evaluation switch, user selects the selection of isolates:
a. All completed and not yet evaluated; b. Completed and not yet evaluated from the date;
c. Preliminary evaluation (including incompleted); d. Repeated evaluation of the results.

e Inthe case Completed and not yet evaluated from the date, you can select from the list
the date of receipt of the isolates.

e In the case of Repeated evaluation of the results, you can specify a closer identification
of isolates (isolate designation and / or date).

After selecting the Reading mode, you can go to the next step of the wizard — Evaluation,
and gradually evaluate individual samples / isolates. The system based on identification and
MICs or disk zone diametres values determines susceptibility to analyzed antibiotics (using
EUCAST or CLSI standards):

28/02/2018 | 2802
28/02/2018 | 2803
28/02/2013 2804

III
] ]

Quick seorch Direct idenfificafions (e.9. MALDY
[Pseudomonas aeruginosa ~| [Excalient identification .
Defined and configurable MIC plates The izolate iz rated ullng s!:ndurd EUCAST )
i B 2 EE o -

. The result details (MIC/zone diameter, kit used, change of standard, use of PK/PD

breakpoints, etc.) will be displayed when the mouse is moved above the given result.

e  Click on the Evaluation comments button to get the report for the laboratory staff to help
interpret the results, recommend the next steps, and show any discrepancies in the analysis
results (atypical resistance profiles).

o Click on the Therapeutic recommendation button to get report for acceptable
. treatment (sensitive or intermediate results). The button is displayed only
if the List the recommended ATB dosage during evaluation is selected.

o By clicking on the Switch Standard and evaluate button, it is possible to change
the interpretation rules to the second standard (EUCAST or CLSI) and evaluate

results based on the second one.

e You can change the strain identification by selecting the result from the drop-down list
of taxa. You can use the filter in the Quick search field to select taxons.

e The results can be changed by clicking on the result field and overwriting it.
Changed results are marked with an orange stripe at the bottom of the result and text.

. Warning to the right appears in case of atypical resistance phenotypes
u (intrinsic resistance results)
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If the user does not wish to have any ATB in the end report, it can be removed. We do this
by right-clicking on the sensitivity result and selecting Remove ATB from report. The deleted
ATB changes the background and font colour.

ooy

041272019 _[1
|
[Escherichia ol [+] [Excellent identiicati ]
Defined and cenfigurable MIC plates The izolate i rated using standard CLs1
s

F“EN.ER' = UZ. ...W‘".!
Infemed susceptibility !

Both basic and derived ATB can be removed. If a user deletes a basic ATB, all ATBs derived
from that ATB are also deleted.

The next step of the wizard — Output report can be accessed after verification and eventual
modifications of the isolate / sample.
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In this step, you can edit the output for the end user (clinician). Moving to this step,
you will see an editable list of all the analyzed antibiotics with the end-user reports
and a field for a possible Final comments:

Isolates selection Evaluation Qutput report

281172019 [2¢ n

Klebsiella preumoniae subsp. rhinoscleromatis | [Excetlent identification |

=

Sumary of analyses results

The isolate is rated using standard CLSI. B ! 3

amikacin (AMK) : MIC 4 mg/L. Susceptible.

1

ampicilin-sulbactamn (AMS] : MIC 2 mg/L. Susceptible.

]ﬂ

Final comments

Phenotypic group |ESBL production EJ
(&

e Therange of antibiotics listed is controlled by the selection of an expert system standard.
. By clicking the Switch Standard and evaluate button the results of the second

standard can be evaluated.

e If important phenotypic groups may exist for a given taxon, a drop-down list of groups
will be displayed.

e |If the strain corresponds to an important phenotypic group, it is designated as this
group. The user can change the phenotypic group assignment.

Unlike all other wizards, expert system ratings are stored sequentially, one sample /
isolate. The Expert System Rating for the current isolate / sample can be printed by clicking
on the blue printer icon.

Or just save it by pressing the blue storage icon in the bottom right corner.

The system after printing / storing data goes back to Evaluation the next isolate / sample
in sequence.

If the current sample / isolate was the last one not evaluated, the wizard is terminated
after saving the data.
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7.3.2 Statistics and reports

The form allows you to view all of the isolates / samples that have been received
in the system so far. For each sample / isolate it is possible to list all used diagnostic methods
and their results, including evaluation by an expert system.

The Isolates / Samples list (depending on the system mode set — see Program Modes)
is displayed when the form is started.

(9 st mipors =]
Isolates list | Performed examinations
15 08/07/2017 methods evaluated
18 08/07/2017 methods evaluated
1 08/07/2017 evalusted
11 03/07/2017 evaluated |
16 09/07/2017 evaluated r
7 09/07/2017 evaluated

2 |08/07/2017 evaluated mn
4 09/07/2017 result sent
2l

~ Fa

e The list of Isolates is colour-coded by status (from received to sent).
. You can search for samples / isolates using the Records Selection tool
in the toolbar on the right.
e In the Performed examinations tab, wuser finds the examinations
of the specimen / isolate.

All examinations for the given isolate / sample are listed in the table on the left side.
Evaluation of the expert system (if any) is always listed the first. After you move to the
appropriate record, the results are displayed.

Evaluation of the expert system as well as all comments are available by the buttons
on the right.
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isalates fist [

Isolate number D Date of reading | | status |

Performed sxaminafions

= [Erzan] [EnERGtest 24 ]
" [ morganii subsp. morgani - Very good identificati |
11 ENT2AN

|
— EEH

The identification result is displayed, including the results of all tests:

Isolates fist Perormed examinations
Isolate number Dote of recding [o9/07/2017] status [evaluated ]
[ oot [t B [Enesfest 21 |
1 : morganil subsp. morgani - Very good i I
1 ENT24N
1 SSTR

we: 0000 - 00 -

URE ARG ORMN LY H2 5CI MAL ONP

0000000

SAL SOR MLB CEL (AC TRE MAN GIR

DUL ADO ART SUC INC RAF ESL BXY

Supplementary fests

IND  VPT OX
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The ATB susceptibility is listed as MIC / disc zone diametres:

Ischates st Parformed examinations -|

uclate numbar :l Dote of reading Stetus [result sent

4 EX ampeillin IC 1.000 ugh

4 ENTI5 G-1 ampicillin / sulbactam resistant

4 G-} G-1 cafazolin resistant mn
4 SSTR G- cefuraxime parenteral resistant

G- 1 aztrecnam MIC 0500 uph
G- 1 gentamicn LIS 1,000 ugl
G- | amikacin MIC 4.000 ugh
G-1 colistin MIC 0.500 ugl E
G- | 1 gully MIC 006011890 ug
G-1 ciprofluacin MIC 0.280 ugh n
G-1 chioramphenicol MG 2000 ugn
G- tetracychine MIC 1,000 ugh .

- /

,

The form is closed by pressing the Close the form button in the right side toolbar.

7.3.2.1 Printing the results

You can print results from the Statistics and Reports form, even repeatedly, by clicking on the
printer icon in the right side toolbar:
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B3 sustisties nd reports e E

Ischates fist Performed examinaticns

Ischate numiber l:l Date of reading Status |mn.lf sent |

Cutput repcrt

"3 Repoet pint - Staietics and wﬁ@z
1

Owtput desfination
I . ; . ; @ e mn
SSTR|  |lsciste - suscestibiity testing results @ printer

i
- |

e[ ==
[

In the Output Report list, a list of all the tests that can be performed for the respective
sample / isolate (with respect to already performed examinations) is displayed.
After selecting the report and clicking the Print ( ) button, the report is displayed / printed.

7.3.2.2 Select the sample/isolate methods to repeat

From the Statistics and reports form, you can return the evaluated / sent sample / isolate back
to the lab. Only samples / isolates in the Evaluated or Result sent state can be converted.

The conversion form is started by pressing the conversion button with the back arrow icon
in the upper right corner:
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(&) Ststisties and repests =) e =)
tsalates lat Purformed mmminations
- S
eiact the isalate methoss 1o mpest; 1
=1
3| ENTIE - ENTER DIt 16 ] 0

[}

»ba»l

G- | - G- | {Emerabacteriaceas] 1
e ] W[ 4|

paest

In the Retry column, the user chooses the examination to repeat.

e If only the Expert system evaluation returns, the system converts the sample / isolate
to the Methods evaluated state.

e |f the user also returns one of the identification or ATB susceptibility testing methods,
the system returns the method to the Registered state, the sample to the Primocultures
deducted state, and the isolate to the Registered state.

e If the user returns a sample without isolates, the system returns both the sample
and the primocultures to the Registered state.

7.3.2.3 Sample / isolate removal

To remove the sample / isolate, press the - button in the toolbar on the right.
Only a sample / isolate that has not yet been submitted can be removed.

Once deleted, the record is marked as invalid and is included at the end of the sample
/ isolate list. An invalidated record is not included in report and statistic processing.
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7.4 Statistics

Due to the scope, a separate ErbaExpert documentation is available for the statistics module.

7.5 Daily statistics

The form will allow you to view a daily overview of the laboratory work.

The user selects the date of the statistics. Then it can view both the overview of performed
diagnostic methods and the number of isolates of individual taxa.

Diagnostic methods Diagnosed taxa

Daily examination statistics: 02/08/2018

50.00
25.00
12.50
12.50

Direct identifications (e.g. MALDI)
MIC STAPHY

MIC G- (Enterobacteriaceae)
MIC G-I (Enterobacteriaceae)

ojo|eia
NS

Total 8

7.6 Quality control

Quality control means verification of the correct functioning of the kits (identification
and MIC) with the help of standard control strains.

The quality control module is accessible from the top menu line. For a given user role,
the quality control module must be made available by the ErbaExpert system administrator.
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7.6.1 Check strains

In the Check strains list, all control strains that are ready for use in quality control processes
can be viewed. The list is read-only.

£3 Check strains o] & ==
Strain ID “ollection number Alternative strai i
2 ATCC 49619 CCM 4501 Streptecoccus pneumoniae ATCC 49619 =
3 ATCC 25922 CCM 3954 E ichia coli ATCC 25922
4 ATCC 27853 CCM 3955 Pseudomonas aeruginosa ATCC 27853
5 ATCC 35218 CCM 4225 Escherichia coli ATCC 35218 [ mn
1 ATCC 29212 CCM 4224 Enterococcus faecalis ATCC 29212
7 ATCC 29213 CCM 4223 Staphylococcus aureus ATCC 29213 nm
9 ATCC 13880 CCM 303 Serratia marcescens subsp. marcescens ATCC 13
10 CCM 1799 Proteus spp. CCM 1799
11 ATCC 15947 CCM 2238 Edwardsiella tarda ATCC 15947 E
12 CCM 2531 Klebsiella asrogenes CCM 2531
13 CCM 4043 Streptococcus constellatus subsp. 15 CC
14 CCM 4817 Streptococcus uberis CCM 4617 E
15 ATCC 29503 CCM 1911 Aerococcus viridans ATCC 29503
16 ATCC 49331 CCM 4296 Staphylococcus cohnii subsp. urealyticum CCM 42
17 ATCC 43198 CCM 3659 Enterococcus cecorum ATCC 43198 = .
18 ATCC 49427 CCM 4216 E raff ATCC 49427
19 ATCC 10556 CCM 4047 Streptococcus sanguinis ATCC 10556
20 ATCC 11700 CCM 1875 Enterococcus faecalis ATCC 11700
21 CCM 2699 Kytococcus sedentarius CCM 2699
22 ATCC 12228 CCM 4418 Staphylococcus epidermidis ATCC 12228
23 ATCC 35539 CCM 3572 Staphylococcus gallinarum ATCC 35539
24 CCM 4069 taphyl lugd is CCM 4069
25 CCM 7046 Staphylococcus nepalensis CCM 7046
- 26 ATCC 700061 CCM 4657 Staohvl sciuri subso. rodentium ATCC 700_’F

7.6.2 Acceptable QC results

This form indicates which control strains can be used to check each kit. Standard results are also
shown for each strain and kit.
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(B acceptale aC resuts

Edit data | List

Vetoda [MIC G+ - Check strain [Enterococcus faecalis AICC 29212

Use this strain

PEN - icillin (0.06 - 8 mg/L) 1-4
AMP - ampicillin (0.12 - 16 mg/L} 05-2
ERY - erythromycin (0.06 - & mg/L) 1-4
CLI - clindamycin (0.12 - 16 mg/L) 4-16
LIZ - linezolid (0.12 - 16 mg/L) 1-4
CMP - chl henicol (0.25 - 32 mg/L) 4-16
TET - tetracycline (0.25 - 32 mg/L) 8-32
TS- i (0.03/0.6 - 4/76 mg/L) =05
GEN - in (0.25 - 128 mg/L) 4-16
VAN - vancomycin (0.12 - 16 mg/L) 1-4
TEC - in (0.12 - 16 mgl/L) 026-1
NFT - nitrofurantoin (2 - 128 mg/L) 4-16
4 >

Use this strain - if the field is selected, the strain is included in the set of check strains
of the selected kit. Thus, the user can limit the number of strains used to check the kit.

7.6.3 QC plans

The form is used for scheduling kit checks. The user selects the one for which he will plan
checks and switches to the Data Editing tab:
1

Kit selection 2 - Check strains

Which kit will you read?

O lidentification method
© susceptibility testing method ENTEROtest 16

O Use only your own ATe methods ENTEROtest 24
ENTEROtest 24 N

ENTERO-Screen
ENTERO-Rapid 24
STAPHYtest 16
[STAPHYtest 24
STREPTOtest 16
STREPTOtest 24
MEFERMtest 24
CANDIDA-Screen
CANDIDAtest 21
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<Erba,

From the list of kits, the user selects the one for which he will schedule check and goes to the

Check strains step. In this step, you can change which control strains will be used to control
the kit:

1 - Kit selection 2 - Check sfrains 3-Schedule control

Auxacolor BioRad

Which check strains will you use to check the kit%

Cryptocoe
Trichosporon mucoides BCCM/IHEM 14146
Candida lipolyfica IP 817.63

The last step is to schedule your control:

2 - Check strains 3 - Schedule confrol

1 - Kit selection

Auxacolor BioRad

Generate requests

Testing frequency

© ad-hoc quality control
© daily quality control BRECK [y Wesk):

@ lweekly quality control

tuesday
O two-week quality control

O monthly quality control

Last sxamination
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Testing frequency — you can choose how often the check of this kit will be performed. If the
user chooses ad-hoc checks, they will have to schedule each check separately. This mode is
used e.g. when checking new batches of kits.

Generate requests — If the user selects an option other than ad-hoc as the test frequency,
scheduled checks can be generated automatically based on the entered date.

Last batch No. — new batch number can be entered when changing the batch of the kit.

After you schedule a check (or automatically generate a check), a warning icon appears in the
lower right of your control board the day before your scheduled date:

After the check is scheduled, the scheduled checks appear in the Quality Check table in the
ErbaExpert main dashboard.

7.6.4 IDE - visual control

The wizard will allow visual controls of identification kits.

In the first step of the wizard — Selection of controls — the user selects the checks scheduled
for this or previous days and which will be read.

1 - Selection of controls 2 - Kit selection >

select a scheduled QC dafe:

reading mode
Q Allnot yet read

[ENTEROtest 16 ATCC 15947
® Not read yet from the date

ENTEROtest 16 oM 2531
© Repeated reading ENTEROtest 16 (ATCC 13880

ENTEROtest 16 'CCM 1799
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By the Reading mode switch, user chooses selection of the isolates to read: a. All controls
that have not been read before; b. Controls not read from a given date; c. Repeated reading.

e In case of Not read yet from the date, you can select the date of registration
of the isolates from the list.

e In the case of Repeated Reading, you can also specify a more detailed identification
of the control (date).

After selecting the reading mode, you can go to the next step of the wizard — Kit selection.
User chooses one kit from the list.

| 1 -Selection of controls 2 - Kit selection 3 - Strains reading ‘

Select the kit to measure:

Batch number

Medium batch No.

123-456

Batch number — here it is possible to add the marking of the tested batch.

Medium batch No. - here it is possible to add the designation of the tested batch of
suspension medium.

In the next step — Strains reading — all the strains listed in the Strain table are item-by-item
scanned. User goes through the individual kit tests, reads all the strains and inserts

the results into the appropriate fields.

‘ 1 -Selection of controls >2 - Kit selection 3 - Strains reading 4 - Evaluation ‘

ATCC 13880 sitests - QO @ - - OO
CCM 1799 H2§ LYS IND ORN URE PHE ESL 3CI

ATCC 15847 9+ @ x 2 ix
CCM 2531 MAL INO ADO CEL SUC SOR TRE MAN nm
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e The result falls into the following categories: a. Positive; b. Negative;
c. Dubious (cannot be decided).

e The positive result can be entered: a. By pressing the + button; b. Pressing 1;
c. Using a left-click.

e The negative result can be entered: a. By pressing the - button; b. Pressing 2;
c. Using a right-click.

e The dubious result can be entered: a. By pressing the space bar; b. Pressing 0;
c. Clicking any mouse button on the already-read test with + or - value.

e Tests that are part of the supplied identification kits will be coloured in accordance
with the colour of the kit well.

After entering all the strains, you can go to the next step of the Wizard — Evaluation.
The system checks whether user entered at least one test result to each strain; otherwise,
it prompts to correct.

‘ 1 - Selection of controls 2-Kit selection 3 - Sirains reading 4 - Evaluation

ATCC 13880 hydrogen suffide production
CCM 1799 y

ATCC 15947 indole production

CCM 2531 omithindecarboxylase

urea hydrolysis
phenylalanindeaminase
aesculine hydrolysis

citrate utilization

malonate utilization

acid from myo-inositol

acid from adonitol

acid from cellobiose

acid from saccharose
acid from sorbitol
= acid from trehalose

The user scans the table of read strains on the left and evaluates the controls.
e Tests complying with the requirements are highlighted in green.

o Non-compliant tests are orange.

e Unrated tests are greyed out.

The blue printer icon appears in the lower-right corner. Now you can print the results.

The control is then marked as the sent one.

Once you have entered the results for all controls, you can save the data by pressing the blue
wizard exit icon in the lower right corner.

The system checks the completeness of the assignment and prompts the user for any
corrections; then the data are saved.
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7.6.5 IDE - automated reader control
The wizard allows the automatic reading to perform the controls using a reader.

In the first step of wizard — Selection of controls — user selects controls planned for this
or previous days.

1 Selection of contro @A FEIEI Te1s) > > > |

Select o scheduled QC date:

Reading mod

© All not yet read Strain Iabel
ENTEROtes ATCC 15947
@ Not read yet from the date
ENTEROtest 16 Cccm 2531
O Repeated reading ENTEROtest 16 ATGG 13880
ENTEROtest 16 cCH 1799
v |

By the Reading mode switch, user chooses selection of the isolates to read: a. All controls
that have not been read before; b. Controls not read from a given date; c. Repeated reading.
e In case of Not read yet from the date, you can select the date of registration of the
isolates from the list.

e In the case of Repeated Reading, you can also specify a more detailed identification of
the control (date).

After selecting the reading mode, you can go to the next step of the wizard — Kit selection.
User chooses one kit from the drop-down list.

Selection of controls Kit selection Isclates position

Select the kit to measure:

Batch number

Medium batch No.

123-456
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Batch number — here it is possible to add the marking of the tested batch.

Medium batch No. - here it is possible to add the designation of the tested batch of
suspension medium.

In the next step — Isolate Position — the user assigns the control strains to the plates.

‘ 1 Selection of ccmm) 2 Kit selection 3 Isolates position > 5 Plates measuring > ‘

Plates posifioning 1

IGMmMOOm>»

CCM 1799 (ENT16)

<

I ATCC 15947 (ENT16)
<]

The system automatically creates a corresponding number of blank plates to enter the
particular number of strains.

e User sequentially assigns strains from the Unassigned strains table on the left
into the plate: a. By pressing the > button; b. Double clicking on the selected strain.

e Once the isolate plate is full, the system automatically goes to the next plate.

e The selected strain on the plate is marked with a blue stripe on the left.

e  Strains can be removed from the plate: a. By pressing < (one strain); b. By pressing
<< (all strains).

e To add a new plate to the list: a. Press the + right button on the toolbar;
b. Use the keyboard shortcut Ctrl + N.

e To remove the current plate from the list: a. Press the - right button on the toolbar;
b. Use the keyboard shortcut Ctrl + D.

User assigns the individual strains to the plates sequentially and goes to the next step Reader
initializing.

If not done so, user switches the reader on and waits until the reader initialization
(autocalibration). The ErbaScan reader signals the autocalibration ending with the permanent
green diode on the front panel of the device.
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When moving to the Plates Measuring, the system ejects plate carrier from the reader and
prompts user to insert plate

1 Selection of ccnm%' 2 Kit selection >3 Isolates position > 5 Plates measuring FACHICECU > |

Insert plate nr. 1 info the reader and press Measure:

1 \TCC 13880 ; |
T == Kl

e During inserting the plate, follow the order of inserts (for better plate orientation,
the number of the first strain on the plate is always indicated at the plate number)

e  Ensure that the plate is oriented correctly when inserted into the carrier (marking
of the A-H positions on the carrier must match the plate markings).

e Press the Measure button to start the plate readout.

e The system prompts you to insert another plate when reading finishes.

e The system informs user about the last plate measured and goes to the next step
of the wizard — Test results.

1 Selection of conlr(?Q Kit selectfion 3 Isolates position >5 Plates mecsuring  ZRCEATHT 7 Evaluation

ATCC 13880 siptess B € - € -

CCH 1798 H2s LYS IND ORN URE PHE ESL 3SCI

ATGC 16847 & + i+ . W W HH

CoMas3t MAL INO ADC CEL SUC SOR TRE MAN

In this step, all isolates listed in the left table can be reviewed. For each isolate, user verifies
the evaluation of each test.
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e The positive result can be entered: a. By pressing the + button; b. Pressing 1;
c. Using a left-click.

e The negative result can be entered: a. By pressing the - button; b. Pressing 2;
c. Using a right-click.

e The dubious result can be entered: a. By pressing the space bar; b. Pressing 0;
c. Clicking any mouse button on the already-read test with + or - value.

e Tests that are part of the supplied identification kits will be coloured in accordance
with the colour of the kit well.

After entering all the isolates, you can go to the next step of the Wizard — Evaluation. The
system checks whether user entered at least one test result to each isolate; otherwise
prompts to correct.

1 Selection of conirof 2 Kif selection >3 Isolates posifion > >5 Plates measuring ;& Tests results

[ Diognos
1 ATCC 13880 hydrogen sulfide production
1 CCM 1799
1 ATCC 15047 indole production
1 CCM 2531 omithindecarboxylase

urea hydrolysis

phenylalanindeaminase

aesculine hydrolysis
citrate utilization
malonate utilization

i K=
=R

acid from myo-inasitol
acid from adonitol
acid from cellobiose

acid from saccharose
acid from sorbitol

acid from trehalose

(% | v

The user scans the table of read strains on the left and evaluates the controls.

e Tests complying with the requirements are highlighted in green.
e Non-compliant tests are orange.
e Unrated tests are greyed out.

The blue printer icon appears in the lower-right corner. Now you can print the results.

The control is then marked as the sent one.

Once you have entered the results for all controls, you can save the data by pressing the blue
wizard exit icon in the lower right corner.

The system checks the completeness of the assignment and prompts the user for any
corrections; then the data are saved.
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7.6.6 ATB - visual control

The wizard allows manual reading of the controls of antibiotics kits.

In the first step of wizard — Selection of controls — user selects ATB controls planned for this
or previous days.

1 - Selecfion of controls 2- Kit selection > >

Select a scheduled QC date:

Reading mode
O Allnot yet read

MIC G+ ATCC 43619
MIC G+ ATCC 29212

@ Not read yet from the date

O Repeated reading

By the Reading mode switch, the user chooses selection of the isolates to read: a. All isolates
that have not been read before; b. Isolates not read from a given date; c. Repeated reading.

e In case of Not read yet from the date, you can select the date of registration
of the isolates from the list.

e In the case of Repeated reading, you can also specify a more detailed identification
of the isolate (isolate designation and / or date).

After selecting the reading mode, you can go to the next step of the wizard — Kit selection.
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‘ 1 - Selection of controls 2 - Kit selection 3 - Strains reading

Select the kit to measure:

Batch number
887/9-9

Medium batch Mo.

Batch number — here it is possible to add the marking of the tested batch.

Medium batch No. - here it is possible to add the designation of the tested batch of
suspension medium.

In the next step — Strains reading — all the strains listed in the Strain table are item-byitem
scanned. User goes through the individual kit tests and reads all the strains.

In the case of MIC kits, the results are entered by clicking on the strip well, in which
inhibition of growth is first observed in the row. In case of growth in all wells, the user selects
the R field:

1 - Selecfion of controls 2 - Kit selection 3 - Strains reading 4 - Tests resulis |

I GG T moow>»

AT o - Or O @ verzyipeniciin
ATCC 49619 _|G+ Or OO0 O e
Or O O evivempin
0Or ® ® P cicorpein
Or . ®® . . linezolic
Or O O 9 croomphenicol
ORr . ’ . fetracycline
Or . . . . . trimethoprim-sulfamethoxazols
Or OO O oeriomicn
Or SO0 OO oo
OR SO0 O P oronn
Or SOP e P ricuoncin
Growih in o well @) crowihinnisition .
Defermine the MIC value by clicking into fhe certain well in the plate .

After reading all strains and kits, you can go to the last step of the wizard by clicking Test
Results.
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1 - Selection of controls > 2 - Kit selection > 3 - Sirains reading 4 - Tests resulls

benzylpenicillin

ATCC 29212 |G+

ATCC 49619 |G+ ampicillin |
e HE
clindamycin

linezolid

chloramphenicol
tetracycline

im /
gentamicin
vancomycin

teicoplanin

The user scans the table of read strains on the left and evaluates the controls.

e Tests complying with the requirements are highlighted in green.

e Non-compliant tests are orange.

e Unrated tests are greyed out.

The blue printer icon appears in the lower-right corner. Now you can print the results.

The control is then marked as the sent one.

Once you have entered the results for all controls, you can save the data by pressing
the blue wizard exit icon in the lower right corner.

The system checks the completeness of the assignment and prompts the user for
any corrections; then the data are saved.
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7.6.7 ATB - reader control

The wizard allows automated reading of the controls of antibiotics kits using reader.

In the first step of wizard — Selection of controls — user selects ATB controls planned for this
or previous days.

1 Selection of contro ) (=1l el ife14) > >

Select o scheduled QC date:

Reading mode
O All not yet read

@ Not read yet from the date
O Repeated reading

IC G+ ATCC 49619
MIC G+ ATCC 29212

By the Reading mode switch, the user chooses selection of the isolates to read:
a. All isolates that have not been read before; b. Isolates not read from a given date;
c. Repeated reading.

e In case of Not read yet from the date, you can select the date of registration
of the isolates from the list.

e In the case of Repeated reading, you can also specify a more detailed identification
of the isolate (isolate designation and / or date).

After selecting the reading mode, you can go to the next step of the wizard — Kit selection.




€rba€Expert %

Selection of controls Kit selection Isolates pasition ‘

Select the kit fo measure:

~ Batch number
789-456

Medium batch No.

Batch number — here it is possible to add the marking of the tested batch.

Medium batch No. - here it is possible to add the designation of the tested batch of
suspension medium.

In the next step — Isolate Position — the user assigns the control strains to the
plates.

‘ 1 Selection of conm) 2 Kit selection 3 Isolates position 4 Reader inifializing >

Plates positioning 1

IOTMMmMOoOOT@>

- ATCC 49619 (G+)
Ve

Unassigned isolates

[ATCC 29212 G+

The system automatically creates a corresponding number of blank plates to enter the
particular number of strains.
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e User sequentially assigns strains from the Unassigned strains table on the left
into the plate: a. By pressing the > button; b. Double clicking on the selected strain.

e Once the isolate plate is full, the system automatically goes to the next plate.

e The selected strain on the plate is marked with a blue stripe on the left.

e  Strains can be removed from the plate: a. By pressing < (one strain); b. By pressing
<< (all strains).

e To add a new plate to the list: a. Press the + right button on the toolbar;
b. Use the keyboard shortcut Ctrl + N.

e To remove the current plate from the list: a. Press the - right button on the toolbar;
b. Use the keyboard shortcut Ctrl + D.

User assigns the individual strains to the plates sequentially and goes to the next step Reader
initializing.

If not done so, user switches the reader on and waits until the reader initialization
(autocalibration). The ErbaScan reader signals the autocalibration ending with the permanent
green diode on the front panel of the device.

When moving to the Plates Measuring, the system ejects plate carrier from the reader and
prompts user to insert plate.

1 Selection of coniro} 2 Kit selection 3 Isolates position & Tests results ‘

List of plates

Insert plate r. 1 info the reader and press Measure:

1 [ATCC 49619 |G+ :
2 [ATCC 29212 |G+ ’ Measuring
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e During inserting the plate, follow the order of inserts (for better plate orientation,
he number of the first strain on the plate is always indicated at the plate number)

e Ensure that the plate is oriented correctly when inserted into the carrier
(marking of the A-H positions on the carrier must match the plate markings).

e  Press the Measure button to start the plate readout.

e The system prompts you to insert another plate when reading finishes.

e The system informs user about the last plate measured and goes to the next step
of the wizard — Test results.

In the case of MIC kits, it is possible to change results by clicking on the strip well, in which
inhibition of growth is first observed in the row. In case of growth in all wells, the user selects
the R field:

‘ 1 Selection of controp 2 Kit selection 3 Isolates position 5Plates measuring  FAEE AT 7 Evaluation

= I @TmMmooo >
1 |ATCC49619 [Ge OR SO ®® -veicin
2 ATCC 29212 G+ Or . . . ‘ . ’ . ampicillin n
% 00008 ® e ool
R OSSP OGP cmen
OR S99 9P i
Or ® 9 9 coomphenicol
[m] T T X I I RS
Or O O O O rimstropimsutamsthoxazole
Or 9 PP somicn
| DR T X X I T R
Or . . . . teicoplanin
R 9P P P ricienn
Growth in @ well ) crowihinhibition @ suspicious growth - review

Determine the MG value by clicking info the cericin well in fhe plate

User checks the results of all tests on selected isolates and goes to the next step of the
wizard — Evaluation. The system checks if at least one result has been entered for all isolates;
otherwise, prompts to correct.
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1 Selection of -:omro) 2 Kit selection 3 Isolates position > 5 Plates measuring >6 Tests resuls
o B Antibiofic

1 ATCC 49619[G+
2 ATCC 29212|G-

Fl

ampicillin

erythromycin
Clindarmycin
linezolid
tetracycline =

Fas
wimethaprim / sulfamethoxazole =

gentamicin

teicoplanin

nitrofurantoin

(& | v

The user scans the table of read strains on the left and evaluates the controls.

e Tests complying with the requirements are highlighted in green.
¢ Non-compliant tests are orange.
e Unrated tests are greyed out.

The blue printer icon appears in the lower-right corner. Now you can print the results.
The control is then marked as the sent one.

Once you have entered the results for all controls, you can save the data by pressing the blue
wizard exit icon in the lower right corner.

The system checks the completeness of the assignment and prompts the user for any
corrections; then the data are saved.
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7.6.8 Archive of controls

The form will allow you to view all the checks that have been processed so far in the system.
For each control, it allows you to list all strains and their results, including compliance
with expected values.

When you run the form, a list of isolates is displayed.

Overview of quality controls =] ® =)

Isolates list |

Performed examinations

Batch number [Examination date State description Result
EhTEROwes 6 e

‘ . o0

e  Controls in different states (from scheduled to invalid) are differentiated in colour.

e  Forchecksin the Evaluated state, the checks are distinguished from the following checks
(green tinted) and unsatisfactory (orange tinted).

o Checks can be searched using the Record Selection tool in the right toolbar.

e Inthe tab Performed examinations the user will find individual strains of the control.

In the tab Performed examinations, all strains analysed for the given control are listed in the
table on the left. When you navigate to the entry, the results for that strain are displayed.




<€rba €rbaExpert

Ere=rr—s =T
Isolates list i Performed examinations
Scomnotn aae st rumoe

Strain Result = [mic e+ | [arcc 612 ]
[riccsers——Jcompian : ——————

ampicillin
arythromyecin
clindamycin

linezolid

tetracycline
i I

gentamicin

teicoplanin

You can exit the Overview of Quality Controls form by clicking the Close Form button
in the right toolbar.

7.6.8.1 Printing the results

You can print results from the Overview of Quality Controls form, even repeatedly,
by clicking on the printer icon in the right side toolbar:

B3 Ovenview of quality controls [e® =

examination dafe

Strain Result
wccms Jeomplon |

Output report

Output destination

~
© screen
O printer

Copies count |I]

——Reportscope —

@ All racords of file

© Current selection Printer setup

© Current record

Preview Back Help

In the Output Report list, a list of all the tests that can be performed for the respective control
(with respect to already performed examinations) is displayed. After selecting the report
and clicking the Print (Preview) button, the report is printed / displayed.
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8. User interface control

8.1 Wizards

The most important forms of the ErbaExpert system are the wizards. They are adapted
to support individual processes while working in the lab. A process is understood to be
an activity with a defined start and end usually performed without interruption.

The wizard is divided into individual steps between which you can move by clicking
on the progress bar at the top of the wizard.

EETr———————ee

Select dote of registration of solates read:

Reading mode

& Aol at mad osorzaiz
@ Mot read yet from the date|
© #epeated reading

e The current step of the wizard is displayed in green with white writing.

e The wizard steps that can be instantly moved from the current step are shown
in gray with black writing.

e  The currently unaccesible wizard steps are shown in grey colour with white writing.

. x You can terminate the wizard at any time without saving the data by pressing

the form exit button in the toolbar at the bottom right corner.

e Save data, or print and save data, is usually available in the last step of the wizard

by clicking on the corresponding blue buttons located in the lower right corner.
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09/07/2017 |+
09/07/2017 |11
09/07/2017 |16

090772017 _ |17 Edwardsiella tardo ‘ |Excellent idenfificotion ] um

Sumary of analyzes results

ampicillin (AMP) : MIC | mg/L. Susceplicle. B - =]
ampicillin-sulbaciam (AMS) : MIC >128 mg/L. Resistant. )
azireonam (AZT) | MIC 0.500 mg/L. Susceptible. —
cefazolin [CFI) : MIC 216 mg/L. Resistant.

cefuroxime porenteral (CXM) : MIC 64 mg/L. Resistant.

chioramphenicol (CMP) : MIC 2 m@/L. Susceptible.

rineofinyncin ICIP) 2 MIC 0,250 mall . $issaniible i

¥ (%] v JO

Final comments.

8.2 Toolbars

Toolbars are windows containing buttons that allow you to run some of the most commonly
used actions directly without using menus.

The working toolbar allows the most common data file operations. By default, it is anchored
at the right edge of the form. The accessibility of the taskbar buttons may vary
from application to application; it depends on the type of application and access rights.

-4

K]
Ll

=Y
i
B
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8.3 Notes

When you go through the wizards, you can write user notes to the current steps. Notes are
kept by the system; if an object (sample, isolate, method) with existing notes is processed
in subsequent follow-up wizards, notes can be displayed by clicking the notes button
at the bottom left:

3 statistics and reports

olates list Perlormed sxaminations

solaterumoer I | Dateof reocing [0/07/2017) status [resul sent

[EnrERo et 16 ]
4 [i iella tarda - Excellent identificati ]
4 ENT16
4 G- ﬁ . -
4 S55TR =
[Hote to isolate No. 4 =

—

8.4 Tooltips

Tooltips are light yellow information boxes appearing when moving the mouse
over a defined object. They are typically displayed above buttons in toolbars and above
text boxes when entering test results. Not all the objects have tooltips.

PIT CiX CAZ cefoperazone (G- Il) : MIC 2 mg/L. Breakpoints are not set. Susceptibility testing is not
recommended.




<€rba €rba€Expert

8.5 Data forms

Data forms are used to input data into application data files, as for example a patient form.

3 Patient (=) o=

[ Edit data !l Performed sxaminations i

Neme [sohn |

Sumame |Due ‘

Year of birth 195%

Gender | O woman
@ man
Q@ unknown

Heclth insurance |First Insurance Company =|

8.5.1 Working with records in data forms

It is possible to add, modify, and delete records in data files using data forms, if the user
possesses the administrator rights. These operations can be done in the following ways:

e Use the shortcut menu, right-click the form and select the action.
e Use the button in the toolbox on the form on the right.

You can move between the text input fields and other controls inside the data form using
the mouse or the Tab key.

8.5.2 Table data display

In most data forms, the Data Browsing is the last tab of the form. It allows you to view
the records of the data file in a spreadsheet. By going to the appropriate line, the user goes
to the file record.

In spreadsheet view, you can edit the column width and column order by dragging the mouse

after the column dividing line (width) or after the column header (order). The system saves
the settings and displays the data according to the last edition.
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8.5.3 Data files sorting

To sort the records in a spreadsheet view (Data Browsing tab), you can click on the co-
lumn header to sort the file. The selected sorting will be done by changing the header font
to bold and adding a ® mark before the header (see the example below).

(59 Disgrosic tess =

Edit data | Suteff values List
Has hydrogen sulfide production |
H2s ydrogen sulfide ion (TS| medium) | mn
H2s hydrogen sulfide production
HEM T haemolysis (sheep blood) um
HEM i-haemolysis {sheep bl.)
HEM haemolysis
HIP Natrium hippurate hydrolysis E
HYL 1

hyaluronidase production
HYP hyphes production
IMI imipenem (0.12 - 8 mg/L) En
IMI imipanem
IND indole production
IND indole production
IND indole production
IND indole production
IND indole production
INO acid from myo-inositol

M acid from mva-inasitol | _,ﬂ
4 »




<€rba €rbaExpert

8.5.4 Selections from data files

Button with the filter icon located in the right toolbar is accessible only if a selection
of data files is allowed for the form.
Click the filter button to display the data selection form.

£33 patient EE=]

Edit dato | Performed examinations List =

Pufi!W 5 .
seal ng -
/

i = - n n

Y|

P - E n —

Personal ID

Health insurance

Gender value | |

[ ]

“

In the form, you can choose successively:

e Selection data

e Operator terms (eg, is equal, contains etc.)
e  Custom value of the data

The verbal expression of the condition is displayed in the edit field of the form.
Click OK to close the selection form and select filtered data in the original form.

8.6 Displaying of Product ID

Product ID is the unique identifier of SW key used to activate the Erba Expert SW
during installation. It is required when requesting technical support. You can view it by
pressing the application info button at the bottom left of the main application window:

(RAcaebEpet =

rba -

Copyright 2022 Pavel Banda
Product ID : TDSWLFCMéE-WI314

Used expert system stondord:
EUCAST v.15 - January 2025
EUCAST v.11 - anfifungal agents - December 2024
‘GLSI M100 ED3S - January 2025
‘CLSI M27 ED3, M38 ED3, M57 ED4 - August 2022
EUCAST RAST v. 8.0 - March 2025
‘CLSI M45 ED3 - August 2016

=
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9. Terms and abbreviations

9.1 Used terms

Data file — a file that stores the results of analyzes of individual samples and isolates.
It changes during working with the program.

Diagnostic method, diagnostic kit — a user-defined or predefined set of diagnostic tests used
to analyze isolates; also a commercially available set of diagnostic tests.

Diagnostic test — traceable property or taxa characteristics in the identification matrix;
then also the procedure, used to detect the occurrence of given property in the studied strain.

Identification matrix — databases distributed along with the program that includes
the occurrence frequencies of observed properties (diagnostic tests) in observed taxa.

Identification matrix data are not changed during the analyses procedure.

Strain, isolate — specific bacterial culture, with specific properties. Isolates are examined
using diagnostic methods.

Data file field — unit of the data file structure, carrying information about the identified
isolate or sample.

Product ID —unique SW key identifier used for activation of the ErbaExpert during installation.

Software key — unique series of letters and numbers, used during ErbaExpert software
installation.

Taxon — taxonomic unit contained in an identification matrix. It can be a species, subspecies,
biovar or pathovar. The properties of the taxa are defined in the identification matrix
by the frequencies of the individual diagnostic tests.

Sample —material of biological (clinical) origin, analyzed for the presence of microorganisms.

Backup file — a security copy of the data file created on the backup media (other network
hard drive, tape, etc.).

9.2 Abbreviations

ATB Antibiotic

LIS Laboratory Information system

MALDI Matrix-Assisted Laser Desorption/lonization
MIC Minimal Inhibition Concentration
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