INTRODUCTION

Heparin-induced thrombocytopenia (HIT) is a rare complication of heparin therapy
resulting from antibody production to platelet factor 4 and heparin complexes (H-PF4).
A prompt diagnosis and immediate replacement of heparin with an alternative
anticoagulant is required to prevent life threatening thrombotic complications of HIT.

AIM

The aim of this evaluation was to assess the Stago STic Expert HIT kit and compare
results to the 1gG specific ELISA assay as well as the gold standard Serotonin
Release Assay (SRA) retrospectively. The kit has the potential to be used as a rapid
screening test for the diagnosis of HIT.

METHOD

The Stago STic Expert HIT kit is a lateral flow immunoassay to detect IgG antibodies
against PF4/polyanion complexes contained in an evaluation card. On addition of
sample and buffer, migration through the nitrocellulose membrane occurs and patient’s
IgG antibodies, captured by the PF4/polyanion complex are detected by coloured gold
nanoparticles, indicated by a coloured test line.
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Figure 1 The presence of PF4/polyanion-
complexes ( positive result), is indicated

by a coloured test line (T), which has to be
the same or a darker shade of colour

than the given one on the provided
Evaluation Card.
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20 stored patient samples were previously tested for HIT antibodies using the
Diagnostic Stago Asserachrom HPIA-IgG ELISA. Sample Optical density (OD)
readings were expressed as a % of the Reference OD. The functional SRA was
performed by an external lab. These samples were also tested with the Stago STic
Expert HIT kit.

RESULTS

The STic Expert HIT assay was quick and simple to perform with clear differentiation
between positive and negative test results. Refer to Figure 2.

10 samples tested negative for HIT with all methods. Of the 10 positive samples, 8
demonstrated correlation with all methods. 2 samples were positive for IgG ELISA and
the STic Expert HIT kit, but negative with the SRA.

Results are expressed in Table 1.
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SOUTHERN
CROSS

PATHOLOGY
AUSTRALIA

Table 1

1 N 0.09 7 N 1.3 N
2 N 0.08 6 N 0.0 N
3 N 0.06 5 N 0.4 N
4 N 0.07 6 N 3.4 N
5 N 0.06 5 N 3.1 N
6 N 0.05 5 N <1.0 N
7 N 0.08 6 N <1.0 N
8 N 0.09 9 N 9.3 N
9 N 0.09 9 N <1.0 N
10 N 0.05 5 N <1.0 N
1" B 1.32 103 B 93.0 B
12 P 0.40 31 P 57.0 P
13 B 0.40 31 B 57.0 B
14 B 1.26 98 B 6.0 N
15 7 1.40 109 7 94.6 7
16 B 1.41 109 B 92.8 B
17 7 0.89 69 7 94.4 7
18 P 1.41 109 P 95.5 P
19 B 0.73 57 B 5.3 N
20 P 0.80 62 P 79.5 P

Note: #lgG ELISA positive cut off >15%
*SRA positive cut off >20%
N = Negative
P = Positive

DISCUSSION & CONCLUSION

In this small study, the STic Expert HIT kit has proven to be easy to
use and performed well attaining 100% correlation with the IgG ELISA
in all samples tested. When comparing results to the functional SRA,
2 of the 20 samples differed in their results ie. negative SRA but
positive for the 2 other tested methods.

The Stago Stic Expert HIT kit is time saving as results are available in
10 minutes, therefore it may be performed 24/7 stat. The functional
SRA is not performed in our laboratory and the IgG specific ELISA we
provide is time consuming and not performed out of hours. The kit can
provide a provisional result until a confirmatory test is performed if
clinically indicated. Unlike other rapid HIT screening tests, results for
this test are clear-cut therefore eliminating subjectiveness on the part
of the operater. Furthermore, the kit can be adopted by smaller
laboratories and the cost of outsourcing the test may be reduced.
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