mindray i

Toxoplasma IgM false positive case

IVD International Clinical Application Department
Jhoana Rodriguez

2024/10/16



01. Case Background ®
CONTENTS 02. Case Ideas .
03. Case Solution O
04. Case Summary O

a . M
02021 T B T R IR A SRS mindr ay 1Bim



‘ Case Background

Patient 1
15t report Final report
Resultados | Historico JResurtad05|Hi5tt':rit:D
Cod. |Analisis Resultado Cod. |Analisis Resultado
005  Toxoplasma Igh 114 005  Toxoplasma Igh 018

Complain
The customer complained they reported a positive result (1,14) and then obtained a negative result (0,18) for a
pregnant patient, using the same sample.
They decided to confirm all positive results and now they have three cases of false positive results between April
and May. The QC is within limits.

Solicitude
They had an answer from our distributor suggesting following the diagnostic guidelines for Colombia, but they

need to know the root cause of the changes in the results.
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‘ Case Ideas

Cross-reaction,

Analogue
Affecting :
Concentration

Drug

Analyte-
dependent Endogenous
Antibody

Affecting Ag/Ab - : . . . .
bingin; Binding Protein « If interference is suspected, identify the analyte and non-

analyte causes.

Prozone Effect
Interference
* Evaluate all the phases of the analysis.
Hemolysis,
Affecting
Sample Status

Lipemia, icterus

Sample Tube,
Sample
Pretreatment

Non-analyte-
dependent

Epitope

Specificity

Affecting Test
Specificity

] LY (7]
©2021 YRR B T RS IR AR mindr ay Bin

AP Enzyme
Antibody




‘ Case Ideas

Verify the preanalytical and sample pretreatment protocol

- Preanalytical phase was checking with the following findings:
* The customer used clot activator tubes with gel
* Centrifuge 3500 RPM 15 min
« Storage: (2-8°c); no aliquots
* They processed the samples daily
* The re-test process was many days after the first analysis, and was just if they

had doubts or complaints
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Case ldeas

Verify the analytical aspects

1. Calibration

Calibration 1 RLU CAL Factory

Calibration 2

Calibration results were normal
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Case Ideas SRS Y

Verify the analytical aspects
2.QC

QC results are withing range, however positive
level has a positive bias.
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‘ Case Ideas

Verify the analytical aspects

3. Maintenance

The customer had performed the maintenance according to our recommendations.

Verify the post-analytical aspects
The laboratory didn’t have a re-test protocol and usually reported the first result.

The doctor with a positive result solicitates them a Toxoplasma IgG avidity test or confirms the IgM result if is
below 1,9 COI.
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‘ Case Ideas

Possible Reasons of false positive for Toxo IgM

® Increased sensitivity of assays in a population with low prevalence;
® Sample conditions (fibrin, hemolyzed, sample pre-treatment);

® Analyzer maintenance (sample probe exterior cleaning, clean dispersion aspiration probes, daily clean, effect check)

® Others:
v’ Heterophile antibodies;
v" Autoimmune disorders and other medical conditions;

v Multiple transfusions
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Case Solution

Troubleshooting:
Patient 1

15t process Re-test
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Case Solution

Troubleshooting:
Patient 2

15t process Re-test
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Background

Case Solution

Troubleshooting:

Patient 3
15t process Re-test
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‘ Case Solution

Cases Summary:

1. Three cases with positive results (near to indeterminate zone)

2. Samples were re-test many days after the first result, with negative results

3. After the first test, the samples were storage in the primary tube (2-8°C)

4. The samples were re-test because the laboratory had a complaint from a doctor

5. QCis within range with a little bias
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Case Solution

Pre-analytical and analytical phase:

1. Check centrifugation process in the lab, check manufacturer tube

recommendations.

2. Before centrifugation, the serum samples must be completely

coaqulated.

3. If the test cannot be performed within 8 hours, separate the serum

sample from the blood collection tube for storage.

4. If the test cannot be completed within 8 hours, the sample should
be sealed and refrigerated at 2 8°C; avoid re peated freezing and

thawing of the sample.
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‘ Case Solution

Pre-analytical and analytical phase:

5. Stablish a re-test protocol, specially for positive samples near to the

indeterminate range, and according with doctors' behavior (below 1,9

CQl):
v' Re-exam the samples after centrifugation 10000g/10 min

v" Re-test the same day

6. Make sure the analyzer completed the maintenance, and the

controls are handling according with IFU.
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‘ Case Solution

Previo embarazo
R e Postanalytical phase:
Primera evaluacion durante I
ol s [ Realizar pryeba paralgGe J ) ) ) ) ) o
Lo R il 1. Follow national guidelines for Toxoplasmosis diagnostic in

i pregnants
oG, I lgG-, IgM+ [ lgG+, IgM-+ ik i

! Conclusion:
Consejeria de ‘ Repetir IgG en ; Infeccion cronica . .
[C;;ggg";‘;ggnﬁ'gf;gn'fgoj[ 2 semanas Ptttz g ). It was a pre-treatment issue, they had to improve

centrifugation, and they needed a re-test protocol.
IgM-

Alta avidez
[}

Y

IgM natural = . .
v @—» Fin de seguimiento control handling recommendations.
[ lgG— J [ lgG+ ) (Baja avidez) .
X v I

Seguimiento 5 - Infeccion .. .
[lgﬁmensualj (”"“"“"”‘“‘"’” [reciente] have false positive reports. They stablished a re-test

The customer has to follow-up maintenance protocol and

Seguimiento con IgM
mensual

After our suggestions, the laboratory informed they don't

- l - protocol and change the centrifugation process 4000rpm
e L (f;jratamiento con espiramicingj)

15 min.
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. Summary

False positive issue

Evaluate all the phases
of testing

Remember more than

84% of errors in the

laboratory are from pre-
analytical phase

But also check analyzer,
Cal and QC status.

Recommend re-test
protocols for positive
results in infectious

diseases
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Thanks!
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