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Decisions

Protocol Name ~ Decisions

Clinical Trial Advisory Committee

recommended-

e Not to conduct this trial as placebo-
controlled trial.

e 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

“A Randomized, Double-Blinded, Placebo exposed with placebo as they will not be
Controlled Phase III Clinical Trial of vaccinated against COVID-19 therefore,

5. | SARS-Cov2 Inactivated (vero cell) not being protected from COVID-19
Vaccine, in Adults Aged 18 years and infection and having chance to spread the
above” infection.

e 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-19 (vero cell) inactivated
vaccine will be possible or not to conduct
in Bangladesh.

e Further decision regarding approval of the
protocol would be made after
resubmitting the protocol to DGDA with
mentioned requirements.
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Decisions

ProtocolName @ = - Decisiony

Clinical Trial Advisory Committee
“A Randomized, Double-Blinded, Placebo | recommendation-
Controlled Phase III Clinical Trial of e PI has to resubmit the protocol as a cross
5. | SARS-Cov2 Inactivated (vero cell) over design along with ethical clearance
Vaccine, in Adults Aged 18 years and from BMRC.
above” e PI has to submit the protocol to DGDA

and BMRC concomitantly.
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II. “Effects of Oral Intake of Olive Leaf Extract on Hematological
Parameteres: A Double-blinded, Randomized, Placebo-controlled Study
among young adults in Bangladesh.”

I. “Bioequivalence study of test product Famotidine 20 mg tablet of Beximco
Pharmaceuticals Limited, Bangladesh with Reference Product Pepcid 20
(Famotidine 20mg) tablet of Valeant Pharmaceuticals North America LLC
Bridgewate4NJ 08807, USA in healthy adult human subjects under fasting
conditions.”
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IV. “A Phase III, randomized, double-blind, placebo-controlled multi-country
study to demonstrate efficacy of a single dose of unadjuvanted RSV
Maternal vaccine, administered IM to pregnant women 18 to 49 years of
age, for prevention of RSV associated LRTTI in their infants up to 6 months |
of age.” }

V. “A Randomized, Double-Blinded, Placebo Controlled Phase III Clinical
Trial of SARS-Cov2 Inactivated (vero cell) Vaccine, in Adults Aged 18
years and above”

VI.  “An Open Label, Randomized, Controlled Trial to Observe The Safety and
Efficacy of biosimilar Filgrastim in chemotherapy induced neutropenic
patients.” (Phase IV study) ]
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unadjuvanted RSV Maternal vaccine,
administered IM to pregnant women 18 to
49 years of age, for prevention of RSV
associated LRTI in their infants up to 6
months of age.”
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I. “A  multi-centre, randomized, controlled non-inferiority trial to
compare the efficacy, safety and tolerability of Triple Artemisinin-
based Combination Therapies versus first-line ACTs+ placebo for the
treatment of uncomplicated Plasmodium falciparaum malaria in Asia.”

IL. “Efficacy and safety of Baricitinib in Patients with Moderate and
Severe Covid-19- A Multicenter Randomized Double Blind Placebo
Controlled Clinical Trial in Bangladesh.”

II.  “Effects of Oral Intake of Olive Leaf Extract On Hematological
Parameters: Phase I, A Double-blinded, Randomized, Placebo-
controlled Study among Young Adults in Bangladesh.”

IV.  “The Role of the Gut Microbiome in shaping immune response to the
Oral Cholera Vaccine Euvichol” J
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“A multi-centre, randomized, controlled
non-inferiority trial to compare the
efficacy, safety and tolerability of Triple
S. | Artemisinin-based Combination Therapies
versus first-line ACTs+ placebo for the
treatment of uncomplicated Plasmodium
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. “Phase I/II clinical trial to evaluate the safety and immunogenicity of
COVID-19 mRNA vaccine in healthy people aged 18-60 years.”
II. “Tebipenem-pivoxil as an alternative to ceftriaxone for clinically non-
responding children with Shigellosis: a randomized non- -inferiority
trial.”

III.  “A Phase III, Double Blind, Randomized Active Controlled Study to
Evaluate Safety and Immunogenicity of Inactivated Adjuvanted Polio
Vaccine in Comparison with Licensed Inactivated Poliovirus
Vaccine.”

IV.  “Efficacy and Demonstration of Intravenous Iron for Anaemia in
Pregnancy.”
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