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Clinical Sensitivity = True Positive \ True Positive + False Negative
— 40\40 = 100%

Clinical Specificity = True Negative True Negative + False Positive
— 40 40 = 100%
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1. EP25. Evaluation of Stability of In Vitro Diagnostics Reagents,2009.

2. Molecular Diagnostics Template for Commercial Manufacturers,

FDA’s current recommendations concerning what date and
information should be submitted to FDA in support of a pre-EUA/EUA
submission for a molecular diagnostic for SARSCOV-2, (version July
6,2020).

3. Instruction and requirements for Emergency Use Listing (EUL)

submission: In vitro diagnostics detecting SARS-COV-2 nucleic acid
and rapid diagnostics tests detecting SARS-COV-2 antigens.
WHO.PQDx-347 version 4;09 June 2020.

4. Clinical management of severe acute respiratory infection when novel

coronavirus(nCoV) infection is suspected. Interim guidance.
WHO.2020
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pneumonia  Mycoplasma;  parechovirus  human;  enterovirus;
novirusadehuman; B/A viruses syncytial respiratory human; 4 and 3, 2, 1
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No CtRDRP CtE CtN RNAse Ct
p

1 28.31 27.53 27.01 29.05
2 28.11 27.44 27.28 29.35
3 28.41 27.74 27.58 29.51
4 28.57 27.9 27.74 29.28
5 28.34 27.67 2751 29.75
6 28.81 28.14 27.98 29.12
7 28.18 27.51 27.35 29.9
8 28.96 28.29 27.13 29.08
9 28.14 27.47 27.31 29.29
10 28.35 27.68 27.52 29.59
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