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Diagnostic testing for SARS-CoV-2

Interim guidance
g World Health
11 September 2020 Organization
Introduction
This document provides interim guidance to and other involved in diag for severe acute respiratory

syndrome coronavirus 2 (SARS-CoV-2). It covers the main considerations for specimen collection, nucleic acid amplification
testing (NAAT), antigen (Ag), antibody (Ab) detection and quality assurance. This document will be updated as new information
becomes available. Feedback can be sent to WHElab@who.int.

Changes from the previous version

The title of this interim guidance has changed from “Laboratory testing for COVID-19 in suspected human cases” to “Diagnostic
testing for SARS-CoV-2". Additional relevant background information and a clinical diagnostic algorithm has been added to the
document. Furthermore, the guidance has been updated with new findings from the literature and best practices.

Relevant WHO documents

WHO has developed interim guidance and technical bricfs to assist policy-makers and laboratories on testing for SARS-CoV-2.
These cover laboratory testing strategy [1], laboratory assessment tool [2], laboratory biosafety [3], advice on the use

of point-of-care immunodiagnostic tests [4], antigen detection in diagnosis of SARS-CoV-2 infection using rapid immunoassays
[5]. guidance for the of clusters [6], public health surveillance [7] and for surveillance
using GISRS [8]. In addition, carly investigation protocols [9] can be used by countries to implement cpidemiological studics and
enhance understanding of transmission patterns, discase severity and prevalence, clinical featurcs and risk factors of SARS-CoV-2
infection.

Background on SARS-CoV-2

'WHO was first alerted to a cluster of pneumonia of unknown ctiology in Wuhan, People’s Republic of China on 31 December 2019.
The virus was initially tentatively named 2019 novel coronavirus (2019-nCoV).

Subsequently the International Committee of Taxonomy of Viruses (ICTV) named the virus SARS-CoV-2 [10]. COVID-19 is the
name of the illness caused by SARS-CoV-2.

SARS-CoV-2 is classified within the genus Betacoronavirus (subgenus Sarbecovirus) of the family Coronaviridae [11). It is an
enveloped, positive sense, single-stranded ribonucleic acid (RNA) virus with a 30-kb genome [10]. The virus has an RNA
proofreading mechanism keeping the mutation rate relatively low. The genome encodes for non-structural proteins (some of these
are essential in forming the replicase transcriptase complex), four structural proteins (spike (S), envelope (E), membrane (M),
nucleocapsid (N)) and putative accessory proteins [12-14]. The virus binds to an angiotensin-converting enzyme 2 (ACE2) receptor
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Evaluation of sensitivity and specificity of four commercially available SARS-
CoV-2 antibody immunoassays (Public Health England, Porton Down)
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