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Clinical Trial AdvisorY
recommended-

o Not to conduct this trial as placebo-

controlled trial.
o They suggested to conduct it as a non-

inferiority trial by comparing with a same

type of registered vaccine such as

COVID-19 (vero cell) inactivated vaccine
because the committee found probable

risk of human subjects those who will be

exposed with placebo as they will not be

vaccinated against COVID-19 therefore,
not being protected from COVID-I9
infection and having chance to spread the

infection.
o PI of the trial need to contact the sponsor

whether a non-inferiority clinical trial
with the same type of registered vaccine
such as COVID- l9 (vero cell) inactivated
vaccine will be possible or not to conduct
in Bangladesh.

o Further decision regarding approval ofthe
protocol would be made after
resubmitting the protocol to DGDA with
mentioned requirements.

Committee

)

"A Itandomized, Double-Blinded, Placebo

Controlled Phase III Clinical Trial of
SARS-Cov2 Inactivated (vero cell)
Vaccine, in Adults Aged 18 years and

above"
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Clinical Trial Advisory Committee

recommendation-
o PI has to resubmit the protocol as a cross

over design along with ethical clearance

from BMRC.
o PI has to submit the protocol to DGDA

and BMRC concomitantlY.

)

"A Randomized, Double-Blinded, Placebo

Controlled Phase III Clinical Trial of
SARS-Cov2 Inactivated (vero cell)
Vaccine, in Adults Aged 18 Years and

above"
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