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We are writing to express concerns over aspects of
the establishment of SARS-CoV-2 antibody testing in
England. NHS England and NHS Improvement wrote
to NHS trusts and pathology networks on 25 May
2020, asking them to offer antibody testing at short
notice and rampup capacity to thousands of samples
a day.1 2

We have three concerns about the request. Firstly,
there is no specific clinical indication for the test on
an individual basis. Secondly, the performance of
these assayshasnot yet beenassessed to the standard
typically required of a novel test. And thirdly, the
resource implications are not considered.

We support the rapid provision of diagnostic tests for
individual and public health and recognise the need
to deliver at pace. It is essential, however, that quality
systems, which have evolved over many years and
are the foundation for delivering the right result of
the right test to the right person at the right time, are
not circumvented.

No clinical indication
In usual clinical practice, antibody testing fulfils
several purposes. In acute illness, an IgM antibody
response canbeused todiagnose an infectious cause.
The presence of IgG antibodies can provide evidence
of prior infection or vaccination and likely immunity
to future infection with the same agent for some
viruses, such as measles or hepatitis A viruses. For
other viruses (including hepatitis C virus, influenza
virus, respiratory syncytial virus) IgG antibodies do
not guarantee immunity, but because they indicate
prior exposure (infection), population testing might
yield useful information about previous spread of
infection.

TheSARS-CoV-2 antibody tests being rolledout detect
IgG class or “total” antibodies and do not fulfil these
first two indications. They are not diagnostic tests,
for which genome detection assays are used. And
because the test has been made available to all
patients who would like a test, rather than for a
specific clinical indication, neither a positive nor
negative result is likely to alter clinical management,
and a positive result does not indicate immunity.

The concept of “immune passports,” allowing
healthcare workers or others to work, has not been
established. Those with a positive antibody test
should still consider themselves at risk and follow
infection control policies designed to prevent
nosocomial spread and risk of infection. There is,
therefore, no benefit to healthcare organisations or

to others in knowing the status of employees at
present.

Unproved performance
No reference standard has been defined for
SARS-CoV-2 antibody tests. Access to “true positive”
and “true negative” samples is difficult, even in large
teaching hospitals. Laboratories across the country
will have found it hard to achieve the necessary
standard verification in a matter of days, not least
because different platforms will be used for this test
from manufacturers including Abbott, Roche,
Siemens, Ortho, and Diasorin. Currently, there are
noopenly available data to compare theperformance
of these platforms. Public Health England has
published verification data, but concerns remain
about the breadth of that verification. Those who are
at highest risk of death from this infection are elderly
people, those fromblack andminority ethnic groups,
and immunocompromisedpeople. Thereare currently
no data showing the performance of the tests in these
groups. The correct route to generating valid test
performancedata iswell designedprospective clinical
studies. The assay is being rolled out at an
unprecedented pace and scale without adequate
assessment, potentially compromising public trust
in pathology services in the future.

Wasted resources
NHS England requires the result to be available in 24
hours. Given that routine testing of patients is neither
clinically urgent normeets a clear public healthneed,
this push to introduce a non-evidence based test for
uncertain gains risks inefficient use of scarce
resources. Its introduction also has opportunity costs
for urgent patient care and limited laboratory
resources and time.

NHS England and NHS Improvement state that
patient consent shouldbedocumented in thepatient
notes. Patient consent should always be obtained,
but the need for explicitly documented consent in
this way is not consistent with routine antibody
testing for other acute viral infections and reflects
theuncertainutility andperformanceof the test.Hard
pressed general practitioners are being expected to
provide the phlebotomy service and patient
counselling. Given the uncertainties around this test,
both thepre-test counselling anddiscussionof results
are likely to be difficult and time consuming.

Conclusion
Monitoring the covid-19 epidemic is important. The
only current justification for large scale SARS-CoV-2
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IgG antibody testing is for research purposes, including public
health surveillance to inform epidemiology. This should be done
through carefully designed studies with clear objectives, sampling
frames, inclusion criteria, and consent procedures. Without this
framework, it will be difficult to interpret the results of ad hoc
patient testing, and their applicability will be uncertain.

The Royal College of Pathologists has set out seven principles for
testing.3 Drawing on these, and on sound principles for testing of
healthy asymptomatic people,4 we would like to see a carefully
developed and clearly articulated strategy for serological testing,
with clear scientific or clinical aims (or both) as part of a unified
covid-19 response strategy with coordination across NHS England
and NHS Improvement, Public Health England, and the Scientific
Advisory Group for Emergencies.
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