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Performance Evaluation of SARS-CoV-2
Antibody Test Kits in Thailand

Archawin Rojanawiwat Wiroj Puangtabtim Kritchai Juntaped Warangluk Pimpapai
Tassanee Chaiyakum Suwanida Senawaranon Chayada Tongkamsen Jeerapa Srilaket
Kanidsorn Larpardisorn Sakulrat Soonthornchartrawat and Panadda Dhepakson
Medical Life Science Institute, Department of Medical Sciences, Tiwanond Road, Nonthaburi 11000,
Thailand

ABSTRACT Performance evaluation of SARS-CoV-2 antibody test kits is required by Thai Food and
Drug Administration (Thai FDA). The criteria of regulations include diagnostic sensitivity (not less than
85%), diagnostic specificity (not less than 98%) and non-specific or cross reactivity (not over than 10%).
This study was aimed to assess performance of SARS-CoV-2 antibody test kits prior to registration
approval by Thai FDA. During 30™ April - 24™ June 2020, a total of 21 products were subjected for
performance evaluation using the standard panel samples prepared by the Department of Medical
Sciences (DMSc). The panel was consisted of 170 samples. The evaluation results of all test kits revealed
that diagnostic sensitivity and diagnostic specificity were ranged from 94-100%, and 34-100%,
respectively. In addition, cross reactivity was varied from 0-65%. According to the acceptance criteria,
15 products were passed (71.4%) while six products (28.6%) were failed. The evaluation demonstrated
that lower range of diagnostic specificity and higher rate of cross reactivity were found in four and one
products, respectively. In addition, performance of one product did not pass both diagnostic specificity
and sensitivity criteria. Our study suggested that pre-marketing evaluation of SARS-CoV-2 antibody
test kits using the DMSc standard panel samples was well-established for registration approval,

resulting in availability of qualified test kits for use in clinical and public health laboratories.

Keywords: Antibody test kit, SARS-CoV-2, kit evaluation
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