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10014)
Messages (warning): [W5019] The dataset contains rows with infinite or missing responses. These rows are ignored during
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Signatures

Performer Reviewer Approver

Comments

Comment by SSY Biostatistics Group: (Feb 20, 2023, 4:37:29 PM)
This document shows the execution of the Morning test for an endotoxin detection assay. The plate setup uses one strip, and columns 1 & 2
are filled with Standard concentrations. Besides the normal evaluation of the curve fit, it is checked whether the current gain of the instrument
is correctly calibrated. This is verified by comparing the CV of the measured dRFUs on the chosen Standard concentration (=0.5 EU/mL) to an
upper bound. In the example, the gain succeeds the test. In fact, its result and validity of the gain optimization does not influence assay validity
at all and can be seen as an informative remark for the user.

Assay overview

Assay element Technical name Status

STD STD Valid
Plate validity Valid

Gain optimization

Parameter Value

Used standard step 3

Current dRFU 1475.0000 

Optimal dRFU 2000.0000 

Current gain 40.00000

Optimized gain 44.09102

CV of current dRFU 21.573%

Valid
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Plate overview
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Documentation

Date Oct 31, 2022, 3:07:04 PM

Incubation 60 min, +37 °C

Excitation
Wavelength 380 nm
Bandwidth 20 nm

Emission
Wavelength 445 nm
Bandwidth 30 nm

Instrument Infinite® 200Pro
Gain 40

Settings

Property Value

Model 4 parameter logistic model - weighting: 1/y
Coefficient of variation mode Sample mode
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Standard curve

Graphics
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Regression

Parameter Estimate Criteria Status

A lower asymptote 18.32615 ≤ 100.00000 Valid
B parameter 0.85676 0.70000 to 1.40000 Valid
C parameter 38.68661 ≥ 1.00000 Valid
D upper asymptote 60471.420  ≥ 30000.000  Valid
|r| 0.99711 ≥ 0.95000 Valid

Interpolation

nEU/ml 50.00000 5.00000 0.50000

dRFU cEU/mL dRFU cEU/mL dRFU cEU/mL

Replicate 1 35700.000  59.23155 9150.0000 5.15780 1700.0000 0.61108
2 31650.000  43.12439 8750.0000 4.85092 1250.0000 0.42109

Activity 51.17797 5.00436 0.51608
CV 22.25% 4.34% 26.03%
Status Valid Valid Valid

nEU/ml 0.05000

dRFU cEU/mL

Replicate 1 245.00000 0.05726
2 200.00000 0.04419

Activity 0.05072
CV 18.22%
Status Valid
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Sample results

No sample results available.


