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Introduction

Validation was done using PRL-OPM-001. Samples used were fresh whole
blood drawn in EDTA tubes. Samples were analysed within sample stability.
A comparability study was done using10 samples. 100 % correlation was

achieved. Raw data available to verify traceability & validity of the report.
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Results: acceptance criteria are based on 100% correlation. These was

achieved.

Statistical analysis: 10 samples were obtained for ABO & Rh grouping

Limitations of the method: The amount of sample volume can limit ABO &

Rh typing. Weak positives result due to reagent/cell strength can cause

limitation of method.

Conclusion: A 100% correlation was achieved. Therefore, the ABO Method

used in the lab is fit for purpose.

Literature: The ABO and Rh blood grouping system is based on
agglutination reaction. When red blood cells carrying one or both the
antigens are exposed to the corresponding antibodies, they interact with

each other to form visible agglutination or clumping.

ABO and Rh Data

Proteus Lab Results Comparative Resulis
method

148927 O POSITIVE 35420824 O POSITIVE
995601 A POSITIVE 35420825 A POSITIVE
148795 AB POSITIVE 35420826 AB POSITIVE
995597 B POSITIVE 35420823 B POSITIVE
104936 A POSITIVE 93174434 A POSITIVE
149538 B POSITIVE 35421568 B POSITIVE
995761 O NEGATIVE 35421567 O NEGATIVE
995720 A POSITIVE 35421566 A POSITIVE
149508 O POSITIVE 35421565 O POSITIVE
149560 A NEGATIVE 35421564 A NEGATIVE

Achieved outcome was 100% Correlation.
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Statistical processing
Malaria field staining Diagnostic accuracy criteria Total

technique

# true positi

ve—TP #fals

TP+FP

| #false negat

ive — FN # true negative - TN

FN+TN

FP+TN

no of true positives

| Sensitiwty = no of true positives +no of false negatives %100 |
. r S no of true negatives
| Speaﬁcity no of true negatives +no of false positives %100
Sensitivity = —_ %100 Specificity = e 100

) (TP+FN) (TN+FP)
_ 10 10
= Gorgy ~ 100 = Tovgy < 100
_ 10 _ 10
S 100 i 100
=100% = 100%

The Test Result |

i Gold standard

Negative
True Positive | False Positive g A
(TP) (FP) tivity |
\ it 10 0 10 100%
False Negative | True Negative I e
(FN) (TN) ficity
Negative 0 10 10 100%
Total 10 10 20
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