Application Note

[NOTE] How to Set Up Semi-Quantitative Data?

[AN] RTV-2023-0214-001
PACIFICIMAGE
Application:

In the context of rapid test kits, utilizing the concept of semi-quantitative analysis means
that results can be relatively quantified based on their intensity or degree, rather than
simply being classified as positive or negative.

By using a rapid test reader, the analysis results of the test kit can be represented in the
following formats:

1. Positive/Negative determination.

Customized result interpretation.

3. Conversion of the intensity of the test reactivity to relative concentration results using a
standard curve.

4. Representation of composite results.

N

These results can be categorized into different levels or intervals, which can be
determined based on the characteristics of the test kit and the desired level of result
interpretation accuracy.

Product:

RapidScan Lateral Flow Readers Pro with Rapid Test View or Rapid Test View_Ethernet
Software (RTV&ERTV for short)

Introduction:

1. The Quantitative Mapping Curve function of Modify Lot can convert the value measured by the

T Band into the actual concentration, and the purpose is to set the quantitative conversion.
Quantitative Mapping Curve

Bias I[]_:‘ Result Significant Digits: Iﬁ

Result Formula |-|-1| |Single j

Concentration |[]_g[] | Read 0.00 Add

Curve |Intenral Linear ﬂ Lng| Reset ‘

4PL Parameters

Woaorking Range: Concentration ||'| ooooon - ||'| ooooon

4 | 0.000000 b [o.000000 .5 ||'|,|||||||||||| d ||'|.||||||||||||



2. The Qualitative Statement function of Modify Lot, through the formula, can convert the
original T value or concentration value into qualitative, quantitative, or semi-quantitative

results.
Qualitative Statement

Statement | Empty | Clear

Formula |

Result Text | Toxt 7- Ii

3. How To Set Mix Of Qualitative/Quantitative Statement:

Qualktative Statement

Statement <125} x| cer |

Formula [T1_CONCENTRATION<125

* Using “Statement” to
show the quantitative
value @ working range

Resuk Text [<125

Qualtative Statement

Statement [ concenraTion I EeRY
L ——
- .
i Formula | T1_CONCENTRATION <=12500 & T1_CONt
Result Text {(s)1_concenTraTion

Raading waks

Qualtative Statement
» |
S [ Statement >12500] =l Clear

P . . Formula [T1_CONCENTRATION=>12500

Result Text [>12500

Example:

Assume that the condition and result relationship we expect to output is as follows:

formula result
lower than 1.953 ng/ml "<1.953 ng/ml "
between 1.953 ng/ml and 250 ng/ml Display exact value in ng/ml
higher than 250 ng/ml "hook effect"

1. Quantitative Mapping Curve Setting:

A. Complete the Profile Wizard setting of the product.

Product Code profie_W@Tes] [one =]  [none |
Show Name | T Count ‘1 j

Color Mode BBB ~|  Light Source |Ep|Wh|te j ‘Excel\ent Modj
Select RO View Area - 1D -
X ¥ Width Height
[962 [a18 [743 [244

Reserved Reserved

[28 [a5

Apply ROI Settings | Confirm Highlighted Area ‘ Refine ‘

Cassette Type [
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B. Through the above Profile, use the Reader to analyze samples with different
concentrations, and then use the Quantitative Mapping Curve function to create a
standard curve.

ng/mL. | COVID-19(T1)
| 1000.000 3509
— 250.000 2893
62.500 1786
i 15.625 692
0.488 57

954,299 |

0.010-

0.01 288.46 576.51 865.36 1153
Concentration Unit:ng/ml

Quantitative Mapping Curve

Bias 0 :I Result Significant Digits: m

Result Formula |71 |S|ng|e j

Concentration  |g.00 |ng/mi Read | |0.00 Add

‘ Curve |4PL j Log Reset

4PL Parameters

Waorking Range: Concentration [ nopoonn - [1029.2511

a [11.200757 b [0.918387 € [81.740242 d [3060.2553

--> For details about standard curve operations, please refer to Using Modify Lot To Set
Analysis Formula For Obtaining Result in (E)RTV User Manual.

2. Qualitative Statement Setting:

Condition result
lower than 1.9 ng/ml "<1.9 ng/ml "
b |between 1.9 ng/ml and 250 ng/ml Display exact value in
¢ |higher than 250 ng/ml "Over the range"

Qualitative Statement settings:

Formula a:
Qualitative Statement

Clear

Statement

Formula |T1_CGNCENTRHTIGN < 1.9

Result Text  [1 9 ng/mi Text2: [
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https://drive.google.com/file/d/1IQQp5QTzM3erRblxxDs5QkTDr2C6EegF/view?usp=share_link

Formula b:

—Qualitative Staternent
Statement CONCEMTRATION

Clear |

Formula I T1_CONCENTRATION==1.9&T1_COMNCENTRATION=<25(

Result Text [£T1_concENTRATION

Text 2: |7

Formula c:
- Qualitative Staternent

Statement i

Clear

Formula | T1_CONCENTRATION>=250

Result Text |D1.rer the range

Text 2: |7

3. Analytical Verification:

- Testing Result

- Testing Result

20230509-6
Result : Over the range
C-Value : 2716

Tivae: | 13183

Open the report folder...
Sample A
i Generate report

Dbty

- Testing Result
20230502-55

Tivae: | 12062

Generate report

Result : 87.996ng/mi
C-Value : 2794

Open the report folder...
ga mple B

20230502-56

Result : 32.999ng/ml

C-Value : 2515

Tivae: ~| 11208

Open the report folder...
Sample C

Generate report

=

4. Result description:

—- Testing Result —
20230502-57

Open the report folder...
Generate report

Result : <1.9 ng/ml
C-Value : 2855
Tivae: ~| 173

Sample D

T1 Value

Standard curve conversion of concentration

Eligible conditions

The results show

https://www.scanace.com/

A 3183|372.882 ng/ml higher than 250 ng/ml Over the range
B 2062|87.996 ng/ml between 1.9 ng/ml and 250 ng/ml 87.996 ng/ml
C 1208|32.999 ng/ml between 1.9 ng/ml and 250 ng/ml 32.999 ng/ml
D 57|1.100 ng/ml lower than 1.9 ng/ml <1.9 ng/ml
4




Extended Application:

TEXT2 function : = Currently this feature can only be displayed on the ST5 Ul

Qualitative Statement

Statement | <1.9 ng/mi =] Clear

Formula | T1_CONCENTRATION < 1.9

Result Text |{1_9 na/rmi Text 2-

You can use the TEXT2 function to additionally define a qualitative result, so that the
expression of the analysis result can be more diverse. Extending Example, we can modify
the Qualitative Statement Setting as follows:

Condition result TEXT2

A |lower than 1.953 ng/ml "<1.953 ng/ml " Negative
between 1.953 ng/ml and 250 ng/ml Display exact value in ppm Positive

Cc |higher than 250 ng/ml "Over the range" Positive

Qualitative Statement settings:

Qualitative Staterment

Statement Clear
Formula |T1_CDNCENTRHTIDN < 1.9
Result Text | <1.9 ng/mi Text 2:| | Negative

Qualitative Statement

Staterment CONCENTRATION |l Clear
Formula | T1_CONCENTRATION>=1.9&T1_CONCENTRATION<25(
Result Text  [5T1 CONCENTRATION Text 2: || positive

Qualitative Statement

Statement ™ Clear
Formula | T1_CONCENTRATION>=250

Result Text |[hrer the range Text 2:
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Analytical Verification:

Sample D
A h]
Item:
Species:
Pet:

2023/05/0915:36  RTV

&

Profile W5@Test
Feline

Lucky

Patient ID: 2299

2003/05/08 1524 IV
Sample A Sample B Sample C
@ A b=}

Item: Profile_ W5@Test Item: Profile W5@Test Item: Profile W5@Test
Species:  Feline Species:  Feline Species:  Feline

Pet: Lucky Pet: Lucky Pet: Lucky

Patient ID: 2299 Patient ID: 2299 Patient ID: 2299

Over the range 87.99616 ng/ml 32.99853 ng/ml
Positive Positive

‘I} Export reports to USB (IJ Export reports to USB
2> Next measurement 2> Next measurement

Result description:

(IJ Export reports to USB
»> Next measurement

<1.9 ng/ml

Negative

(IJ Export reports to USB
»> Next measurement

Standard curve conversion of
T1 Value . - -

concentration Eligible conditions The results show Test2 show
A 3183(372.882 ng/ml higher than 250 ng/ml Over the range (blank)
B 2062(87.996 ng/ml between 1.9 ng/ml and 250 ng/ml 87.996 ng/ml Positive
C 1208/32.999 ng/ml between 1.9 ng/ml and 250 ng/ml 32.999 ng/ml Positive
D 57/1.100 ng/ml lower than 1.9 ng/ml <1.9 ng/ml Negative

6

https://www.scanace.com/




