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Immuno-Assay Validation Report

Facility: Study director:
Nﬂ
BIOMARKER / ANALYTE: TYPE OF ASSAY:
[0 Microtiter-competitive ELISA
[J Microtiter-sandwich ELISA
[J Bead-
TYPE OF VALIDATION: based immunoassay
] Pre-exploratory validation [ Microtiter multiplex MSD
] Exploratory validation
I Pre-confirmatoryvalidation
REAGENTS:
O Kiteeeececeeccercee e SOUICE: ettt eeer s Batch number:........cccvveenneeeen. Date of production................
O Antibody..................... SOUICE:ivrertrreeeeererert e e Batch number:....ccoevevevrenennen. Date of production................
[ Antigene..................... SOUIMCE: cuuerieeerrreereeenereeereens Batch number:.......cccccevvvevenen. Date of production................
O Standard.......ccccouu..... SOUFCE ittt Batch numberi.......coevervennenne. Date of production:...............

Date of validation study completed:
Operator(s):
Date:

Validation procedure
See SOP: SAFE-T Standard Validation Procedure for Biomarker immunoassays.

Objectives / Intended use of the assay:

Immuno-assay validation plan

Related to Immuno-Assay Validation Plan N°:
Immuno-Assay validation plan written by:

Validation results

Validation standards:

Calibration curve
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Assay dynamic range
LLOQ:
uLoQ:

Sensitivity:
Limit of detection (LOD):

Precision
Intra-assay precision:

Inter-assay precision:

Operator-to-operator variability:

Recovery: %

Selectivity / Specificity: % error

Parallelism

Dilutional linearity

Robustness
- Stability
e Freeze and Thaw Stability:
e Short-Term Temperature Stability:
e long-Term Stability:
e Stock Solution Stability:

- Reliability

Suitable matrix for analyte detection

Validation evaluation: Acceptance criteria pass/fail
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Criteria Results
(See validation plan)

Calibration curve:

appropriate model

Pass/Fail

0 /0

Assay dynamic range:
Fitted to target range

0 /0

LLOQ:
lowest calibrator concentration of the back calculated concentrations
that does not exceed a CV of 20% while the recovery is within 75-125%

o/ 0

uLoQ:
highest calibrator concentration of the back calculated concentrations
that does not exceed a CV of 20% while the recovery is within 75-125%

0/ 0

Sensitivity:
LOD = 3 times the standard deviation of the background

O/0

Accuracy:

0/ 0

Precision:
Intra-assay precision:
15% CV for a sample in midrange

O/0

Inter-assay precision:
20% CV for the VS samples
except for the LLOQ < 30%

O/ 0

Recovery:
100£20%

O/0

Selectivity / Specificity:

%error within reasonable range

0/ 0

Parallelism:

0/ 0

Dilution linearity:

Stability:
Freeze and Thaw Stability:

deviation should be within £25%

O/ 0

Short-Term Temperature Stability:
deviation should be within 15%

0/ 0

Long-Term Stability:

Version 2.0 — January 2015




o

Immuno-Assay Validation Report N

Page 4 of 4

deviation should be within £25%

O/0

Stock Solution Stability:

deviation should be within £15%

O/0

Validation conclusion

Protocol deviations / descriptions and justifications

Additional data and information relevant to the validation study

Validation report approval

Study director Name:
Facility:

Validation report approved: O Yes O No

Comments:

Date:

Study director signature:
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