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Neutralising antibody test kit
developed locally gets FDA nod

@ TIMOTHYGOH

Akitthat detectswhether some-
one has antibodies which neu-
tralise the coronavirus,
invented by local researchers,
hasbecomethefirst ofitskindto
receive authorisation from the
United States Food and Drug
Administration(FDA).

Last Friday, the FDA said on
its website it had given emer-
gency use authorisation for the
kit, known as cPass.

cPass was invented by a team
led by Professor Wang Linfa,
director of Duke-NUS’ emerg-
ing infectious diseases pro-
gramme, and co-developed
with biotech company Gen-
Script Biotech Corporation and
the Agency for Science, Technol-
ogy and Research’s Diagnostics
Development Hub.

It can be used to see if vac-
cines work, check what propor -
tion of the population has
already beeninfected, and assist
in contact tracing by enabling
the health authorities toretrace
the steps ofthe virus.

cPass also does not require
highly specialised equipment or
training to use, and returns
resultsinjustanhour.

On Sunday, Prof Wang told
The Straits Times the FDA’s
approval was extremely signifi-
cantnotjustfor histeam, but for
Singapore as well.

He said: “To have the FDA
approval as the first and only

commercial kit to determine
neutralising antibodies for
Sars-CoV-2 in the world is a
very highbar toreach. Thisis an
incredible recognition for our
team and the Singapore
research andbiotechlandscape.

“Thetotal criticalmassof Sin-
gaporeanbiomedical R&Disless
than 1 per cent of the (world’s),
and yet we are the international
leaderinthisareafor Covid-19.”

Prof Wang acknowledged
that just because someone has
such antibodies does not mean
theyareimmuneto Covid-19.

But “itisagreed that neutralis-
ing antibodies definitely play an
importantrolein grantingimmu-
nity... They are the only
biomarker for immunity that we
can practically measure on a
large scale”, he said.

Dr Timothy Stenzel, director
ofthe Office of In Vitro Diagnos-
tics and Radiological Health in
theFDA’sCentrefor Devicesand
Radiological Health,said theabil -
ity to detect such antibodies can
help researchers gain insights
intotheirimpact on patients.

He said: “There are still many
unknowns about what the pres-
ence of Sars-CoV-2 antibodies
may tell us about potential
immunity, but today’s authori-
sation gives us another tool to
evaluate those antibodies as we
continue to research and study
this virus.”
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