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Software Installation

1. Turn on ALA-1/4 and connect it to your computer
2. Open SetupFEP.exe

3. Chose the setup language

Select Setup Language il

Select the language to use during the
installation:

(0] 4 I Cancel

4. Inthe Setup Wizard click Next, to start installation

',inil Setup - Fluorometer =100

|| Welcome to the Fluorometer
| Setup Wizard

This will install Fluorometer +1.5 on your computer,

It is recommended that you close all other applications before
| conkinuing.

Click Mext to continue, or Cancel to exit Setup.

Cancel

5. Read and accept the License Agreement

',inil Setup - Fluorometer =101]

—
License Agreement
Flease read the Following impartant information before continuing.

Flease read the following License Agreement. You must accept the terms of this
agreement before continuing with the installation.

PLEASE READ THE TERMS AND COMDITIONS OF THIS LICEMNSE AGREEMENT
CAREFULLY BEFORE COMTIMUIMG WITH THIS PROGRAM IMSTALL: Biosan End-

User License Agreement ("EULA™) is a legal agreement. between yvou (either an
individual or a single entity) and Biosan for the Biosan software product(s)

identified above which may include associated software components, media,

printed materials, and "online" or electronic documentation {"SOFTWARE™), By
installing, copyving, or atherwise using the SOFTWARE, vou agree to be bound by

the terms of this EULA. This license agreement represents the entire agreement
concerning the program between you and Biosan, (referred ko as "licenser™), and

it supersedes any prior proposal, representation, of understanding between the ;I

EMD-SER LICEMSE AGREEMEMT FOR FLUOROMETER SOFTWARE, IMPORTANT ﬂ

" Idonot accept the agreement

< Back I Mext = I Cancel

]
I

SetupFep.

Software Installation
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6. Enter the Username and Organization name

]i(.q Setup - Fluorometer =101]
=

User Information
Please enter your information,

User Mame:

2rganization:
IBiosan Lkd

< Back I Mext = I Cancel |

7. ltis recommended to use default destination folder and click Next to see next window

1’.:.21 Setup - Fluorometer o =] B
=

Select Destination Location
Where should Fluorometer be installed?

;._J Setup will inskall Fluorameter into the Following folder.

To continug, click Nexk, IF vou would like to select a different Folder, click Brawse,

Browse, ., |

At least 80,7 ME of free disk space is required.

< Back I Next = I Cancel

8. Actual window offers to create a desktop icon. It is possible to refuse creating by removing tick
“Create a desktop icon”

]i.:.zl Setup - Fluorometer ~=101]
—

Select Additional Tasks
‘hich additional kasks should be performed?

Select the additional kasks you wauld like Setup to perfarm while installing Fluorometer,
then click Mext.

Additional icons:

= Back I Mext = I Cancel
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9. Please, check settings and click Install. If it is necessary to change some previous settings, click

Back
=10 ]

-
Ready to Install
Setup is now ready to begin installing Fluorometer on your computer, r

Click Install to continue with the installation, or click Back if you want to review or
change any settings.

User information: |
QC_machine
Biosan Lkd

Destination location:
C:\Program FilesiFluorometer

Additional tasks:
Additional icons:
Create a deskkop icon

4 o

< Back

Cancel |

10. After device is connected to the PC and switched on: Found New Hardware Wizard window will
appear. Chose “Yes, this time only”and press Next to proceed

Found New Hardware Wizard

Welcome to the Found New
Hardware Wizard
“windows will zearch for current and updated software by

looking on wour computer, on the hardware installation CD, or on
i ‘wieb site [with your permizzion).

Can Windows connect to Windows Update to search for
software?

() f'es. nowe and every time | connect a device
() Ma, mat this time:

Click Mext to continue.

Cancel

11. Then choose “Install the software automatically” and press Next to proceed.

Found New Hardware Wizard

This wizard helps you install software for:

USE <-» Serial Cable

\) If your hardware came with an installation CD
<32 or Hloppy disk, insert it now.

What do you want the wizard to da?

() Install from a list or gpecific location [Advanced]

Click Mest bo continue.

< Back ” Mest = I[ Cancel

If you do not have internet
connection choose to install from
specific location. Choose the folder
where you have installed the
software.

Software Installation
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12.Then choose “Yes, connect and search for software on the Internet” and click Next, to start
installation

Found New Hardware Wizard
The wizard could not find the software on your computer for... .:'5

@ USE <-» Serial Cable

[t iz recommended that you connect to the Intemet so that the wizard can search online and
look, for the appropriate software.

(O No, do not connect to the Intemet now

[ you know anather place where the software might be located, click Back and select
the Advanced option.

[ < Back ” Mext > ][ Cancel ]

13. Upon finishing driver installation press Finish

Found New Hardware Wizard

Completing the Found New
Hardware Wizard

The wizard has finished installing the zoftware for:

; USE Serial Corverter

Click Finish to close the wizard.

14. Run the program for the first time: If Windows firewall blocks
Fluorometer and NASBA DRV programs click unblock

=
59

Fluorometer

%= windows Security Alert x| % windows Security Alert

] To help protect your computer. Windows Firewall has blocked @ To help protect your computer. Windows Firewall has blocked
some features of this program. some features of this program.
Do you want to keep blocking this program? Do you want to keep blocking this program?
F Mame: Fluorometer > Mame: MaszbaDrv
O Publisher: BiaSan Publisher: [N
Eeep Blocking |< LUnblock, p Aisk Me Later | Keep Blocking M‘ Ask Me Later |
—
‘windows Firewall has blacked this program from accepting connections from the “windows Firewall has blocked this program from accepting connections from the
Intemnet or a netwark. If vou recoanize the program of tust the publisher, vou can Internet or a network. IF you recognize the program of trust the publisher, you can
unblock it. \when should | unblock a program? unblock it hen should | unblock & progam?

15. If there are any problems during installation, then contact your system administrator

Software Installation



Connection settings between PC and ALA-1/4

1. Before running the program it is recommended to check connection settings
1.1 Connect unit to the PC with a USB cable
1.2 Connect unit to the power supply

1.3 Switch on the Power switch on the rear of the unit

2. Open the program NASBA DRV ." by double clicking mouse on the program icon in the task bar.

3. Options window for the ALA 1/4 unit

FEP device port @

Chooge port

Set port no port selected

-

Mum. of channels 4 =

Channel:  FAM. HEX. ROX, CY5

4. Press Set Port, if FEP device detected will show on the bottom of the window, your ALA-1/4 is
successfully connected to the PC, if not, then try any other available ports.

Parameters ALA-1/4 settings FEP device port =
Serial port Virtual (COM from 3 to7) '3 por
Number of channels 4 (FAM, HEX, ROX, CY5)

Mum. of channels 4 =

Channel:  FAM. HEX. RDX. CY5

coms FEP device detected |

——

5. After parameters have been set click OK to close “Serial Port Setup” window and press OK button

A Note: Software will not work if NASBA DRV h is closed!

Connection settings between PCand ALA-1/4
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Before measuring

. After successful installation of software and driver, setting of connection of unit with computer

check connection with computer through USB cable.

Switch on the unit on the rear side of the unit. After switching on the display readouts are

following: ALA_1V 4.0

f Note: Before detection the unit must be warmed for 15 min after switching on.

Note: If the unit was not used for more than 7 days, it must be warmed for 8 hours.

. Test measurement must be performed for reliable connection evaluation between unit and

computer. It can be performed with prearranged test measurement tubes, empty tubes, or even
with the empty rotor. It

Before the measurement read carefully point User’s manual, then set the measurement and sample
parameters according to the given instructions.

Check the Fluorometer status in the left lower part of the program window, the status
must be: Connected

If status is Not Connected — there are some problems in communication between PC and
external unit, see Software Installation (page 1).

Before measuring



Software Operation Manual: End-point analysis of PCR
products (FEP)

1. Turn on the ALA-1/4, check the connection between the computer and the ALA-1/4,
and launch “FEP” program

2. The Step 1 window: Setting Measurements parameters will appear

ALA-1/4 Fluorometer: FEP 02-05-12 15:06, Step 1 4

[step1| | seoo ALA-1/4 Fluorometer

Select a program:

|.|I| Analytic ll/m:" Kinetic l'i—|1 FEP |
-

NEW
N ]1 New Protocol

PCR product End-point analysis:

PREV. Fluorescence End Point Analysis
T,-§| previous protocol of PCR Amplification Products

Select rotor type:

Rotortype
() 36 % 0.5 ml tubes () 48 x0.2 ml tubes A
Number of n
Measurements 8 b - v
Select a User:
- Add ana
[ Preferences Help Next

3. Chose New Run from the program list

NEW
T ]1 Mew Protocol

PREV
T ]1 Previous Protocol

Select rotor type:

Rotor type

4. Then select the rotor type

) 36x 0.5 ml tubes ) 48 x 0.2 ml tubes &

Select rotor type:

Rotor type

() 36% 0.5 ml tubes ) -.'E%xﬂ.z ml tubes o
*Click *

Software Operation Manual: End-point analysis of PCR products (FEP) 7



5. Optionally you can set number of measurements (we advise to put at least 2)

Mumber of
Measurements [:I * ZI - v

6. After all the parameters are set click Next button to go to Step 2: Setting Samples

7. Inthe Step 2“Samples window” fill in samples name, test and type.

Not Filled
ALA-1/4 Fluorometer: FEP 02-05-12 15:06, Step 2 "
[(sep1 | [ step2 | Protocol: | FEP 02-05-12 15:05 Fluoroscence End-Point Analysis
Name: Test: | Tyee -
Id  Colo Name Test Tope FAM HEX ROX Crs -
» 1| I Urkronn
2| I Urkrown
| I Urkrown
4 Unknown
5| I Urkrown B
| I Urkrown
7| Urkronr
Id  Colo Name Te
Adding multiple samples: 1 1z |
i t
Type in the Name or select Test field, press Add + \m or | o
button. By «|+]2]
Name:  sample] Test: | Influenza A/B - Test Test
Test
M.gonorrthoeae/C.bral M.gonarthoeas/C.ran
Click *
b hominis/G . vaginal b hominiz/G . vaginali
Influeniza A/B Influenza A/B

Adding a single sample

By selecting and typing in sample’s name, selecting . . .
the needed test and giving type of the sample (by Deleting sample/multiple samples:

default type is “Sample”) 1. By holding down left mouse button and
moving it across the fields you want to select,
then pressing Delete button.

2. Pressing Discard All Setting button.
Note: this command will delete all added
samples information.

Filled
ALA-1/4 Fluorometer: FEP 02-05-12 15:06, Step 2 8
(st | [ step2 | Protocol: | FEP 02-05-12 15:06 Fluoroscence End-Point Analysis
MName:  Sample Test: | T.waginalis w Type: - [ Add ] [ Delete ]

Id  Colo Mame Test Type Fakd HE* RO Cyv-5 |«

1 |:| Sample T.vaginaliz Sample T.vaginalis Internal Cantrol

2 Sample T.waginalis Sample T.vaginaliz Intemnal Control

3 Sample T.waginalis Sample T.vaginaliz Intemnal Control

4 Sarple T waginaliz Sample T waginalis Internal Cantral

5 Sample T.waginalis Sample T.vaginaliz Intemnal Control £

B Sample T.waginalis Sample T.vaginaliz Intemnal Control

? Sample T.vaginaliz Sample T.vaginalis Internal Cantral

B Sample T.waginalis Sample T.vaginaliz Intemnal Control

S Sample T.vaginaliz Sample T.vaginalis Internal Control L
I 10 |:| Background T.vaginalis Backgound T.vaginaliz Intemnal Control

o [

Note: In order to proceed to measurement step, at least one background sample must be set!

Enter Preset Name %

To save the protocol for future use press enter the name
and press OK. T. vaginalis 04-Apr-12|

Software Operation Manual: End-point analysis of PCR products (FEP)



8. Place samples in the rotor

9. Close ALA-1/4lid

10. Press Run to start measurement

Results will be ready in a couple of minutes (from 30 sec to 2 min):
Results can be viewed only after measurements

Q ALA-1/4 Fluorometer: Last Run (FEP 02-05-12 15:06), Step 3

File Run Calibration Window Help

U & @[] =) ]| steps: (1] (2] | Results: 1 2 1, §% | Reports: i) B8] 7 | Experiment:| | Analyiic | /| Kinctic | Channels: FAM HEX ROK CY-5
+ FAM: Relative F Units. 3% | + JOE, HEX, R6G: Relative Flourescence Units 8]
1100
1100 1000
1000 %00
00 800
200
T00
T00
2 e 2 ™
o =0 x 50
400 400
a0 300
200 200
100 100,
04 o
1 2 3 4 5 -] T 8 9 10 1 z 3 4 5 8 10
Samples Samples
Graph: | Fluor./Sample - Graph: Fluor.fSample -
Standard  Auto-Scale  Adjust Scale ... ‘ ‘ ZoomIn Zoom Out | |E1(pnrttn: B Excel @ Picture | | Standard  Auto-Scale  Adjust Scale ... | | ZoomIn Zoom Out | |Expnrttn: B2 Excel @ Picture |
J E
« FEP: Results Table Progress: Finished
Resul/Interpretation
td Marne CTES for Type FaM Value HEX (IT)
¥ 1 5ample aialis Sample T.vaginalis (pos) 81+ C leted 100%
2/ Sample vaginalis Sarnple T.vaginalis (pos) 124 + Measurements left: 0 me left: 0:00:00
3 Sample T.vag!nahs Sample UL (B 1n2+ Measurements completed: 1 ime elapsed: 0:01:00
4/ Sample T.vaginalis Sample T.vaginalis (neg) 01+
5 Sample T.vaginaliz Sample T.vaginalis (pos) 74+ Status: FINISHED
B Sample T.vaginalis Sample T.vaginalis (neg) 08|+
7| Sample T.vaginaliz Sample T.vaginalis (pos) 120/ + Add 5 measurements
8 Sample T.vaginalis Sample T.vaginalis (pos) 11.0) +
9 Sample T.vaginalis Sample T.vaginalis (pos) 126 +
10/ Background T.vaginaliz Background Background 2.0|Background
e -
View [Advanced | [ showRFy  [Eportte: ] el T Report |
A. Fluorescence Signal on channels FAM and HEX
B. Progress window
. + FEP: Results Table
C. Results window: %
Result/Interpretation
Cd MName Test for Type Fisbd Yalue HEX [IC] W alue
» 1|Sample T.waginaliz Sample T.vaginalis (pos) 81 + 200
2| Sample T.vaginaliz Sample T.vaginalis ({pos) 124 + 3.3
3| Sample T.vaginaliz Sample T.vaginalis (pos) 1.2 + 3E
4| Sample T vaginaliz Sample T.vaginalis (neg) 01+ 16.2
5| Sample T.vaginaliz Sample T.vaginalis (pos) 7d| + 210
B|Sample T.vaginalis Sample T.vaginalis (neg) 08|+ 44
7| Sample T.vaginaliz Sample T.vaginalis (pos) 120 + B2
8| Sample T.vaginaliz Sample T.vaginalis (pos) 1.0 + E1
9| Sample T.vaginaliz Sample T.vaginalis (pos) 126 + 221
10| Background T.waginaliz Background Background 2.0|Background 20
]| 4> [ 1 }
View: |Advanced ¥ [ ShowRFU ‘ Bxportto: &) Excel %) Report

Software Operation Manual: End-point analysis of PCR products (FEP)
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Saving the results:

10.1 In the program: press Save button in the toolbar &

10.2 Save as a PDF report: press Report button in the Results Table control panel or choose
PDF report in the toolbar . The report can also be printed. When the button is clicked the report
is automatically saved in FEP/Protocols folder

Reports: k] ] |™X

Resuits Table, Advanced View: FEP 02-05-12 15:06

Resultf Interpretation
Id Name Test for Type
FAM HEX ROX CY5

1 Sample T.vaginalis Sample T. lis (pos) 81+ 20 [— 0f-— 0
2 Sample T.vaginalis Sample T.vaginalis (pos) 12.4]+ 33 |- 0f-— 0
3 Sample T.vaginalis Sample T. lis (pos) 11.2|+ 36 |— 0]--—- 0
4 Sample T.vaginalis Sample T. lis (neg) 0.1+ 16.2 [-— 0]-— 1]
5 Sample T.vaginalis Sample T. lis (pos) T4+ 21 [— 0f-— 0
6 Sample T.vaginalis Sample T. lis (neg) 0.58| + 44 |— af-- 1]
7 Sample T.vaginalis Sample T. inalis (pos) 12+ 6.8 [-— 0]-— 1]
8 Sample T.vaginalis Sample T. lis (pos) 11|+ B [-— 0]-— 1]
9 Sample T.vaginalis Sample T. inalis (pos) 126+ 21 (— 0f-— 1]
10 Sample T.vaginalis Background Background 2|Background 2 1] 1]

10.3 Electrophoresis image: Scroll down the report to the last page

Electrophoresis interpretation: FEP 17-08-12 1445
Interpretation results:
T — — RS G G GENNNED GENNNES S——

neg aq pos+0 pos+1 pos + 2 pos+3 pos +4 pos+ 5 pos+ 6 pos+7
and more

FAM ettt —

HEX

ROX

CY5 (IC)

Samples s s s s s s s s

FAM A s NS S S SR S—— —
HEX

ROX

CY5 (IC) — —

Sam p|es B s s B s B s s

FAM (S S S e S S —_—
HEX

ROX

CY5 (IC)

Samples s s s s s s s s

FAM S S G NN NN —

HEX

ROX

CY5 (IC) — —

Samples s s s s s s s s

FAM S S S S S S S —

HEX

ROX

CY5 (IC) — —

Sam p|es B s s B s B s s

10 Software Operation Manual: End-point analysis of PCR products (FEP)



10.4 As Excel file: press Excel button in the Results table control panel or choose Excel report in the

toolbar and click Save.

sulks Table

Id Mame Test For Type

Sample T.vaginaliz Sample
Sample T.waginaliz Sample
Sample T.vaginalis Sample
Sample T.waginaliz Sample
Sample T.vaginalis Sample

Sample T.vaginalis Sample

Sample T.waginaliz Sample

Sample T.vaginalis Sample

Rl

Note: you must have Microsoft Excel to save the results

10.5 As a JPGimage: press Picture button in “Relative fluorescence units” window for the required

channel and click Save.

@ Ficture

11. After finishing using ALA-1/4 fluorometer clo se the software.

Software Operation Manual: End-point analysis of PCR products (FEP) 11



Software Operation Manual: How to add a test

ALA-1/4T Fluorometer: b4
Mame: Add Save ] [ Delete ] ['?:'11 Create Test Protocal
Tests/Infecti List:
ests/Infections Lis Channel: Internal Control: Testing for: Information about test, reagents, etc.:
FAM -
HEX v
ROX -
CY-5 bd

Threshold and Internal Control:

Controls interpretation settings:

Mame Type FAM HEX ROx Cy¥-5

<Enter Mew Contrals

[+]- 1 b

Test System Status: Not Chpmpleted HINT: Enable channels, Internal Control and Testing for Help ] [ Cancel ] l oK

1. Type in Test's name |

| 2. Press Add Button |

v
Mame: | C.trachomatisMireaplasma add [ Save ] [ Delete ] ["f:"l'l Create Test Protocol

Select the channels

Channel: Internal Control: Testing for: Information about test, reagents, etc.:
FAM M
HEX v
ROX v
CY-5 v
1. Select channels | [ 2. Select which channel is - - - -
for Internal Control 3. Select the testing for | | 4. Type in any information
Channel: Ifternal Control: Testing for: Information about test, reagents, etcf:
Y -
X FAM o® C.trachomatis v

\
%] HEX [} Ureaplasmaspp -
] rox h J Internal Contral A4
v

[ cy-5

12 Software Operation Manual: How to add a test



Set the positive and negative threshold levels

Threshold and Internal Control:

FAM HEX ROX
T+ T+ T+ T
T- T- T .
IC IC Ic
1. Set the Positive (T+) and Negative (T-) 2. Set the value for Internal Control (IC)
Threshold values threshold
Threshold apd Intefnal Control:
FaMm HEX ROX
4 L/
T+ |33 T+ 35 T+ .
- (30 ¥ T 35 v - -
IC IC IC (307

Sa . .
Press Enter or button when finished entering the values

Set the controls (optional)

Controls interpretation settings:

I arne Type Fakd HE* RO Cv-h
}|Enter new Contral | --- --- - | - T
Fiibd -
| 1. Type in the control name | J I_
pog
| 2.Type in the control type | nos heg
nd
neg
| 3. Select the result for control | rd e
Controls interpretation §ettings: =q T{IE]
I ame Type Faskd HE RO [1C] Cv-h |
\ 4 I \ 4 \ \ \ /
B C+ Amplification pos po A - l —
M Armplification rid nid - --- -
C- DM extraction neg neg + - .

A ,

I Saves selected control

4' Deletes selected control

| Adds new control

Software Operation Manual: How to add atest 13



Save the test

| Press Save or OK buttons
ALA-1/4T Fluorometer: pice
Name: C.trachomatis/Ureaplasma Add Save ] [ Delete ] ["["_'11 Create Test Protocol
TestsfInfecti List:
ests/Infections Lis Channel: Internal Contral: Testing for: Information about test, reagents, etf.:
Ctrachomatis :
[Ureaplas X FaM o [C.trachomat.ls v]
Influenza A/B -
M.hominis/G.vaginalis B HEx © |uresplasma spp x)
N.gonorrhoeae Ctrach X rOX (O] [Intama.l Control v]
T. vaginalis/N.gonorrho 0 cvs .
T.vaginalis
Ctrachomatis Threshold and Internal Control:
G.vaginalis FAM HEX ROX cvs
Influenza & = [EE
Influenza B ’ ™ |35 T T+
M.genitalium T |30 T |35 T -
M.homini
omins Ic Ic I [30 Ic
N.gonorrhoeae
Ureaplasmaspp
Controls interpretation settings:
MName Type Fiskd HEX RO [IC] Cy-5
b C+ Amplification pos pos + ---
MCA Amplification nd nd - ---
C- DM extraction heq neg + ---
+[-]/] « ’
Test System Status: Completed Hep ] [ Cancel l [ oK
Save your time
y _

J——

[ T*{l Create Test Protocol ]<—| Press this button to make a template protocol of a selected test

ALA-1/4F : b i | Step 1 %
" Step 1 ‘| ‘ Step 2 \‘ Protocol: | C.trachomatis/Ureaplasma Fluoroscence End—Point Analysis
L L J
Name: Test: w| Type: v
Id  Colo Mame Test Tupe Fam HEX ROx [m g} -
» 1| | B ack ground . trachamatis/Lreapla) B ack graund  rachomatis Ureaplasma spp Intemal Control B
Unknawn C.trachamatis/Ureapla S ample C trachomatis Ureaplasma spp Internal Cantral
3 Unknawn C.trachomatiz/Ureapla Sample C trachomatiz Ureaplasma spp Internal Cantral
4 Unknown LC.trachamatis/Ureaplal S ample C.trachomatis Ureaplasma :pp Internal Cantrol
5 Unkniowrn L trachomatis/Ureapla) 5 ample C.hiachomatis Ureaplasma spp Intemnal Contral E
| I nkrown C trachomatis/Ureapla) Sample T trachomatis Ureaplasma spp Intemal Control
7 Unknawn C.trachamatis/Ureapla S ample C trachomatis Ureaplasma spp Internal Cantral
8 Unknawn C.trachomatiz/Ureapla Sample C trachomatiz Ureaplasma spp Internal Cantral
9 Unknown LC.trachamatis/Ureaplal S ample C.trachomatis Ureaplasma :pp Internal Cantrol [ 3
'H] Unkniowrn L trachomatis/Ureapla) 5 ample C.hiachomatis Ureaplasma spp Intemnal Contral
11] I Urknown C trachomatis/Ureapla) Sample T trachomatis Ureaplasma spp Intemal Control
12 Unknawn C.trachamatis/Ureapla S ample C trachomatis Ureaplasma spp Internal Cantral
13 Unknown LC.trachamatis/Ureaplal S ample C.trachomatis Ureaplasma spp Internal Cantrol
‘M Unknown LC.trachamatis/Ureaplal S ample C.trachomatis Ureaplasma :pp Internal Cantrol
15 Unkniowrn L trachomatis/Ureapla) 5 ample C.achomatis Ureaplasma spp Intemnal Contral
16 I Urknown T trachamatis/Urespla) Sample T trachomatis Uresplasma spp rtemal Cantrol
17 Unknawn C.trachomatis/Ureapla S ample C trachomatis Ureaplasma spp Internal Contral
18 Unknown LC.trachamatis/Ureaplal S ample C.trachomatis Ureaplasma :pp Internal Cantrol
19 I Urknown C.trachomatis/Ureapla| Sample Chachomatis Ureaplasma spp | Intemal Conlrol Press this button to make to save
20 Unkniown L trachomatie/Ureapla) 5 ample C.hachomatis Ureaplasma spp Interal Contral .
21| [ ko T tschomate/ Ureapla| Sarmple C tischomatis Uresplasmaspp | Intemnal Cortiol | i this template protocol for future
— -
[ Edit Test ] Discard All Settings use
Rotor
[ e

14 Software Operation Manual: How to add a test



3.4.1-f — Adding/Saving/Deleting a test

Description:
Commands for Adding/Saving/Deleting a test

Mame:  C.trachomatis/Ureaplasma Add Save ] [ Delete ] ['?"11 Create Test Protocol
Empty

vane:
Filled 3.4.1.2-f— Add new test button

Name: C.trachomatisjUreapIasrrﬂ

3.4.1.1-f — Test name field

Description:
Text field for naming tests or infections.

3.4.1.3-f — Delete test button

Description:
Button deletes selected test.

Description:
Button adds a new test with name
entered in 3.4.1.1-f — Test name field

New Test was added

MName:  Influenza B

Tests/Infections List:

S

Channel: Inte

] Fam

Save

3.4.1.4-f — Save test changes button

Description:

Button saves changes made to an existing test.

[ T} Create TestProtocol l

3.4.1.4-f — Create Test Protocol

Description:
Button creates a template in Step 2 for a test
selected in Tests infections List.

3.4.2-f — Tests/Infections list

Description:
List of Tests/Infections available for testing.
Completed tests are indicated with Bold font

T. vaginalis { N.gonorrho

Not completed tests are indicated with regular font.

Not completed tests can be used as a test names for a MultiPlex test.

C.trachomatis ‘

G.vaginalis

Tests/Infections List:

C.trachomatis /Ureaplas
Influenza A/B
M.hominis/G.vaginalis
N.gonorrhoeae/Ctrach
T. vaginalis/N.gonorrho
T.vaginalis

C.trachomatis

G.vaginalis

Software Operation Manual: How toaddatest 15




3.4-f — Tests Editor Window

Description:

In this windows user Adds/Edits/Deletes Tests

Edit Test

(o

[ ack ] [ Save Protocol
Tests Database is empty
ALA-1/4T Fluorometer: y =
Name: Add Save ] [ Delete ] [ '1:'11 Create Test Protocol
Tests/Infections List: Channel: Internal Control: Testing for: Information about test, reagents, etc.:
FAM -
HEX g
ROX hd
CY-5 -
Threshold and Internal Contral:
FAM HEX ROX CY5
T+ T+ T+ T+
- - T- T
Ic Ic 1c Ic
Controls interpretation settings:
Narne Tupe FAk HEX ROX Y5
<Enter Mew Contral:
+]-[|~ Ll v
Test System Status: Not Completed HINT: Enable channels, Internal Control and Testing for Help ] [ Cancel l [ oK
Tests database is filled with 6 tests.
ALA-1/4T Fluorometer: %
Name: C.trachomatis/Ureaplasma Add Save ] [ Delete ] ['7"11 Create Test Protocol
Tests/Infections List: Channel: Internal Contral: Testing for: Information about test, reagents, etc.:
Influenza A/B ® o
M hominis/G.vaginalis ] HEX @) iicanlemacan hé
aonorocac/Ciroch | | K 0 .
T.vaginalis/N.gonorrho I cvs .
T.vaginalis
C.trachomatis Threshold and Internal Control:
G.vaginalis FAM HEX ROX cvs
Influenza A o+ [BE
Influenza B . ™ |38 ™ T+
M.genitalium T 3.0 T |35 s T
e 1c Ic 3.0 1c
N.gonorrhoeas
Ureaplasma spp
Controls interpretation settings:
Name Type Féitd HEX RO (IC) Bik5
b C+ Amplification pos pos + -
MHCA, Amplification nd nd -
C- DM exbraction neg neg + -
+[=]~ 4 r
Test System Status: Completed Help ] [ Cancel l [ oK
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3.4.3-f — Channel Options

Description:
Setting the measurement channels.

If a channel is going to be used as Internal Control (if needed).

What illness is going to be tested on a channel.

Not completed
Channel: Internal Control: Testing for:
[C] Fam M
[ Hex v
[ rox v
[Ocvs -

Completed
Channel: Internal Contral: Testing for:
X FAM @) [ C.trachomatis v]
%] HEX (@] [Ureaplasmaspp v]
%] rox - [ Internal Control v]
O cvs -

3.4.3.1-f — Channel Selection

Not set Set
Description: Channel: Channel:
User sets the channels on
- [ Fam [ Fam
which measurements are
. [ HEX [ HEX
going to be performed
[ rox X roX
[ cy-5 [ cv-5
3.4.3.3-f — Test Selection
Not set Set
Testing for: Testing for:
v [ C.trachomatis vl
v [Ureaplasmaspp v]
v [In.tern.al Control v]

Description:
User selects which test from 3.4.2-f — Tests/Infections
list to be performed on a specific channel

Tests/Infections List:

C.trachomatis/Ureaplas
Influenza A/B
M.hominis /G.vaginalis C.trachomatis -
N.gonorrhoeae [Ctrach M.hominis i
B o . G.vaginalis

T.waginalis

Influenza &

Influenza B

C.trachomatis

M.genitalium

M.gonorrhoeas ¥

3.4.3.2-f — Internal Control Channel

Description:
User sets the internal
control channel if needed

Not set Set

Internal Control: Internal Control

3.4.4-f — Information Window

Infarmation about test, reagents, etc.:

Description:
User can type in any
information about tests,
reagents used, etc.

Software Operation Manual: How to add atest 17



3.4.4-f— Threshold and Internal Control Parameters

Description:
User sets the coefficients provided in reagents manual for
specific channels.
If the channel is used for Internal Control, then

I 1 threshold level is available.

If the channel is used for infections 7+

2 threshold levels are available.

Not set

Threshold and Internal Control:

Set

Threshold and Internal Control:

FAM HEX ROX
o D G D T
Ic Ic IC

Ic

3.4.4.1-f — Internal Control
Threshold level (IC)

Description:
Internal Control Threshold level

3.4.4.2-f — Positive Threshold value

Description:
Positive Threshold level for Two
Threshold levels’ tests

3.4.4.3-f — Negative Threshold value

Description:
Negative Threshold level for Two
Threshold levels’ tests
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3.4.5-f— Controls settings table

Description:
Adds controls supplied with parameters taken from reagent’s manual.

Empty Control’s table
Mame Type Fahd HE= RO Cyv-h
P|Enter niews Control --- --- --- ---
Filled Control’s table
Mame Type Fishd HEX RO (IC) Cv-5
p|C+ Armplification pos pios + ---
M, Armplification nd nd - ---
C- DMNA extraction neg neq + ---
Default controls list Entering a control Default controls type
Type
Mame | T | | DM izolation
C DN isalation
PCE Amplification
C+ Arnplification
NCA, Amplificatian
L53

3.4.5.1-f — Control’s name field 3.4.5.2-f — Control’s type field

Description:

Description:
Enter the type of the standards via keyboard

User sets the name of the standards

Default table Entering standard
Faubd HE* R0 Cr& FAm HE:
pos pos
nid id
heg ned

3.4.5.3-f — Threshold value for controls for each channel

Description:
User sets the value for thresholds:
“+ /=" values for 3.4.4.1-f — Internal Control Threshold level (IC) (page 18) (FAM in example above).

“pos/neg/eq/nd” values for 3.4.4.2-f — Positive Threshold value (page 18) (CY-5 in example above).
Controls with value “——"“means that value is not set or channel is not used.

Entering threshold value

Fam [IC) Cr-h
req
pos
nd
eq
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