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[.ocal clinical trials soon for two
variants

vaccines targeting 4

They will evaluate
vaccines’ safety and
immune response
against the variants

CherylTan

Local clinical trials will soon com-
mence for two Covid-19 vaccines,
developed by a United States-
based company to target four vari-
ants of concern, including the
Deltavariant.

The early-stage clinical trial,
which has just received approval
from the Health Sciences Author-
ity, will evaluate the vaccines’
safety and immune response
against the Alpha, Beta, Gamma
and Delta variants, and as possible
booster shots for vaccinated peo-
ple. The vaccines were developed
by pharmaceutical firm Arcturus
Therapeutics.

The trial is looking to recruit
healthy volunteers, both male and
female, who are between 21and 65

years old.
It will be administered by
SingHealth’s Investigational

Medicine Unit, which is led by As-
sociate Professor Jenny Low.

Prof Low, the unit’s deputy clini-
caland scientific director, told The
Straits Times: “The two new vac-
cines, ARCT-154 and ARCT-165,
will be tested together with the
original ARCT-021 vaccine, where
we will compare all three vaccines
against one another for their
safety and antibody protection.”

The ARCT-021 vaccine, which
was previously known as the Lu-

A volunteer (right) meeting SingHealth Investigational Medicine Unit's Associate Professor Jenny Low (left) as part of an early-stage clinical trial for a Covid-19

vaccine in August last year. The unit will be administering the clinical trials for two Covid-19 vaccines targeting four variants of concern. ST FILE PHOTO

nar-Covl9vaccine, is still undergo-
ing phase two of its clinical trials,
which began earlier this year. It
was co-developed by Duke-NUS
and Arcturus Therapeutics, and tar-
gets the original or wild-type Sars-
CoV-2virus.

The ARCT-154 vaccine targets
the D614G spike protein mutation
that has become dominant glob-

ally, whereas the ARCT-165 vac-
cine targets a wider range of viral
mutations, Prof Low noted.

Anewvariant can result from mu-
tations at more than one part of
the virus, although the majority of
current circulating variants have
the D614G mutation.

Some current messenger ribonu-
cleic acid (mRNA) vaccines have

lower effectiveness in protecting
against symptomatic disease when
it comes to targeting certain vari-
ants.

Prof Low said a booster jab may
be needed for these vaccines in fu-
ture as the virus will continue to cir-
culate.

The trial is known here as the
phase one/two trial.

The phase one trial tests for the
vaccines’ safety, to ensure that
there are no severe side effects.
The immune response of the partic-
ipants will also be measured, said
ProfLow.

A total of 72 participants will be
recruited - 36 who have yet to be
vaccinated, and another 36 who
have received the second dose of
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their Pfizer jab at least six months
ago.

Participants will be given any of
the three vaccines, which will be
administered in two doses, one
month apart. Those who have
been vaccinated will receive one
dose of either vaccine, said Prof
Low.

Once the safety of the vaccines
have been ascertained, the trial
will then move on to phase two,
which will involve a larger cohort
of volunteers — usually a few hun-
dred - with a focus on the partici-
pants’ immune response.

This involves measuring the
number of neutralising antibodies
and T-cells, to ensure that the vac-
cine can confer long-lasting immu-
nity to the virus and its variants.

Phase three of the trial - which
would involve thousands of volun-
teers — can then conclusively deter-
mine the vaccines’ efficacy against
the four variants, sheadded.

Arcturus Therapeutics said in a
statement last Tuesday that pre-
clinical data have demonstrated
that the ARCT-154 and ARCT-165
vaccines are able to induce strong
neutralising immunogenicity, or
immune response, in non-human
primates to the four variants.

All three phases of the clinical
trial for the ARCT-154 vaccine
have also been approved in Viet-
nam.

Screening of volunteers for
phase one of the trial has already
commenced.

Those with chronic conditions,
such as high blood pressure or dia-
betes, must have their conditions
stable and well-controlled.

In addition, the volunteers must
not have any history of anaphy-
laxis (a serious form of allergic reac-
tions) to the vaccines, and should
have no known history of
Covid-19. They must not have par-
ticipated in any previous Mers-
CoV, Sars-CoV and Sars-CoV-2 tri-
als.

Those interested in participating
in the trial can contact the
SingHealth Investigational
Medicine Unit at imu@
singhealth.com.sg or call
6323-7544/8318-0685.
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