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General Notes:

Procedure is intended for user: Admin
Use DxDATA™ kits provided with QR bar code on the side of kit box.

Resuspend lyophilized Calibrators and QC samples as described on kit’s Instruction for Use.

Run this procedure with new kit lot on each instrument.
New kit lot requires recalibration and QC test by the user.

1.
2
3
4. Let kit equilibrate to room temperature for 30 min.
5
6
7. Recalibration is done every 28 days.

8

One or two QC samples are provided with target concentration to ensure quality.

Procedure:

Turn on the DxDATA™
instrument (the switch is at the

Automated Chemiluminescent Immunoassay Analyzing System

back of the unit). B|00hec'k
Select your User Name and .

enter the password. it Yser:Name: |Admin v
Click “Confirm” to proceed. e R |

Save Password

Wait for the instrument to reach
a temperature of 37+1°C, which
is reflected at the top right
corner of the screen.
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DX DA TA‘Versian: V01.06.A01

In the Main menu click Setting,
then select Reagent
management.

Select kit’s Target on the left
bar and click “Add New Batch”.
Make sure that the temperature
reaches 37°C for 30 min.
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DXDATA Version: vo1.06.401 Reagent Management . 05/03/2022

15:53:06
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Click Scan QR window and then scan DxDATA™ kit box barcode.

DXDATA verior-vo10640 Add New Batch

[©) Run projectName  Glial fibrillary acidic protein

Abbr. GFAP Expiry Date
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Scan \ |
sign Concentration RLU Valuel
5} Setting
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<
(1, Shut
+ pown Save Data Calibration

The Scan QR will populate and a
plot with three standard curves’
RLUs will show up. Click “Save
Data”.
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DxDATA version: vo1.06.401 Add New Batch

Project Name  Glial fibrillary acidic protein
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Three Calibration RLU data
should popup. Confirm and Save
Data. Click “Calibration”.

DXDATA version: vo1.06.401 Add New Batch wEGbs

(), Result

Initialization

Load Calibrators 1 and 2 in
duplicates, and QC 1 and 2.
Then, click “Run”.
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Calibrator ::::::;:;L“ RLU Position z::taentration
If successful, a “Calibration |n .
Success” message will appear. —
. . calt 1.554
Click “Confirm”, then
“Recalculation”. Cel2 Calibration Success gy
Cal2 86511
=n
Calibrator :::CI:“L;:;L“ RLU Position ;::taentration
160 6028 1 167.534
Cal 160 6142 2 171.554
Record the concentrations. = s = : e
Cal2 1280 35002 4 115651

Recalculation
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To view QC, go to Results in the
main menu, and click “Search
an.

Search 8
Search Sample Calibration Search QC

Detection Date Tuesday , May 3, v — Tuesday , May  3,v
prject Name
Sample ID Patient Name
@ Select All
Select Dat o Submission Time Detection Time Channel Concentration

Enter date (or range) and Project
Name. Then click “Search”.

Search .
Search Sample Calibration Search QC

Start Time | Tuesday , May | QClet#

End Time | Tuesday , May ~| Project Name v

Export-TXT Export-PDF Save QC Chart
QC Chart

Detection Project

Date Name ac
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Search -
Search Sample Calibration Search QC

Start Time | Tucsday | [ISARS ~|  QCBatch ‘ |

End Time | Tuesday , September ~| Project Name |PGP95

EHjPDF Save 9 o

QC Chart

Double click on the Testing Date o’ neme  acEh asp
to populate the right window. 1o
Record values. -
3SD

Click llEXit7’ to Come back to the AVERAGE:567. 897 SD:607. 448 CV (%) :106. 96
3SD
main menu. 250
1SD
15D
25D
3SD

AVERAGE: 654. 957 SD:523. 387 CV(%):79.91

Testing Date
Qceatch [ ] Project Name
TestiD Reagent Batch
RLU-1 Concentration-1
RLU-2 Concentration-2
RLU-3 I:l Concentration-3
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