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' 1.An international randomised trial of additional treatments for COVID-19
' in hospitalised patients who are all receiving the local standard of care
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\ treatment of RT-PCR positive adult mild Covid-19 cases: a randomized

‘\ double-blind placebo-controlled trial _
\ 3.A Phase 11 Evaluation of the Safety and Protective Efficacy of a Single
l‘\ Dose of the Live Attenuated Tetravalent Dengue Vaccine TetraVax-DV
| TV005 to Protect against [nfection with Live, Recombinant DENV-2

\ (rDEN2A30—7169) Challenge Virus in a Dengue Endemic Population in

“\ South Asia

\
| 4. A phase III study with a ventilator manufactured in Bangladesh (WPB-
| 560) in patients who require mechanical ventilation support |
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hospitglised patients who are all receiving the local standard of care - BT

TRl FRTTYT AT ST AT T =W 8

\ 1. In ERC face sheet: 2 ¢,2 fand 3 ¢ should be "yes" 7

7. In Methodology section: a) Page 12: At the beginning, the investigators should mention if
the design is single-blind, double-blind or open-label b) Page 13: Tt will be good to put a
reference for the 9.2% mortality in the control arm ¢) Page 14: 1) The word "randomization
above inclusion criteria should be deleted ii) Inclusion of a section "yariables with operational
definitions' in between "Study population: inclusion, exclusion, and recruitment" and
Statistical Analysis will make the protocol more complete. It will enable the investigators t0
explain their definitions of primary 1L.e., all-cause mortality and secondary endpoints. The
need for ventilation and intensive care should be very clearly explained since some of our
patients will have the need, but may not have the access. d) Page 16: It will be extremely

important to add another section on "Quality Assurance Strategy"




3 In consent form: a) Page 24: The investigators have mentioned that some medicines will
be given by mouth and some by injection, but, basically both the study drugs are injectable.
b) Page 25: Under the heading Risk and gains, the investigators have mentioned that
occurrence of any severe adverse event is impossible. This sentence should be deleted, we
cannot make such a claim during a phase III trial.
4. The study requires use of ‘body fluid> as a part of management- collection of blood for
tests. - '
5. Definition of standard of care (SOC) in Bangladesh should be provided, is remdesivir
included in SOC in Bangladesh.
6. The study includes the patients- moderate or severe cases should be made clear
7. In Eligibility section: when the patient is severe and is either unconscious or severly
breathless or in shock or already in ventilation- how the patient will give consent? Will
consent by next of kin be allowed?
8 In Patient details; what is the definition of ‘major bilateral abnormaility’
9. SAE: how anaphylaxis will be diagnosed on some patients recruited who are already
dyspnoeic, in ventilattion, or in shock.
10. In Study treatment: either 05 days (remdesivir) or 06 days (interferon) but mentioned in
the protocol as ~10 days.
11. In Consent form
a. Translation of the title in Bengali is not correct; SOLIDARITY needs no
translation
b. to make the consent form simple Bengali to be understandable easily
c. in some part it is not in Benagli
d. there is no oral study drug in the current SOLIDARITY
12. No drugs are of proven value is not correct now: dexamethasone- reduction of
mortality, remdesivir- less hospitalization days.
13. In Exclusion section: should include depressive illness as itis a SAE for inteferon.
14 In the text of consent from: already got permission from BMRC may be mentioned.
The study should get permission from DGDA.

3. The safety and efficacy outcome of lvermectin plus Doxycycline in treatment of RT-
PCR positive adult mild Covid-19 cases: a randomized double-blind placebo-
controlled trial - eTBRGY fFEse FREALAT FCATH LA A T = 8
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©. A Phase 11 Evaluation of the Safety and Protective Efficacy of a Single Dose of the

Live Attenuated Tetravalent Dengue Vaccine TetraVax-DV TV005 to Protect against
Infection with Live, Recombinant DENV-2 (rDEN2A30-7169) Challenge Virusin a
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I Permission to conduct Clinical Trial entitled “ A multicentre
phase IIT double-blind, randomized, placebo controlled study to
evaluate the efficacy and safety of VPM1002 in the prevention of
tuberculosis (TB) recurrence in pulmonary TB patients after 1
successful TB treatment”. '

I1. Permission. to conduct Clinical Trial entitled "A Randomized,
Double Blind, Placebo Controlled Phase 2/3 Study to Evaluate "
the Efficacy, Safety, Pharmacokinetics, and Pharmacodynamics
of ANX005 in Subjects with'Guillain-Barré Syndrome”.

III.  Permission to conduct Clinical Trial entitled “Immunogenicity of 1
novel monovalent oral poliovirus vaccine type 2 (nOPV2) with {
and without bivalent OPV™. {

IV. Permission to conduct Clinical Trial entitled “ An effectiveness

trial (phase IV) to evaluate protection of children and pregnant
women by influenza vaccine in rural Bangladesh”. J

(3




V. Permission to conduct Clinical Trial entitled * Evaluation of the |
immunogenicity of a prototype Nipah virus vaccine in pigs under
field conditions”.

VI. A Phase III, Randomized, Observer-blind, Multicenter Study to
Evaluate the Efficacy, Immunogenicity and Safety of Seqirus’
Cell-Based Quadrivalent Subunit Influenza Virus Vaccine
(QIVe) Compared to a Non-Influenza Vaccine when
Administrated in Healthy Subjects aged 6 Months through 47
Months.

|

VII. Comparative efficacy and performance evaluation trial of |
ventilator manufactured in Bangladesh (WPB-560) in patients
who require mechanical ventilation support.

VIIL. A Phase II Evaluation of the Safety and Protective Efficacy ofa
Single Dose of the Live Attenuated Tetravalent Dengue Vaccine
TetraVax-DV TV005 to Protect against Infection with Live ‘
Recombinant DENV-2 (rDEN2A30-7169) attenuated strain in a 3
Dengue Endemic Population in South Asia.
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1. Comparative efficacy and performance evaluation trial of ventilator manufactured in
Bangladesh (WPB-560) in patients who require mechanical ventilation support.
- &

2. A Phase II Evaluation of the Safety and Protective Efficacy of a Single Dose of the Live -,
Attenuated Tetravalent Dengue Vaccine TetraVax-DV TV005 to Protect against Infection i
with Live Recombinant DENV-2 (rDEN2A30-7169) attenuated strain in a Dengue Endemic
Population in South Asia.
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isions

I. Permission to conduct Clinical Trial entitled "A Randomized, Double Blind,
Placebo Controlled Phase 2/3 Study to Evaluate the Efficacy, Safety,
Pharmacokinetics, and Pharmacodynamics of ANX005 in Subjects with Guillain-
Barré Syndrome™.

1L Permission to conduct Clinical Trial entitled “Immunogenicity of novel
monovalent oral poliovirus vaccine type 2 (nOPV2) with and without bivalent
OPV”.
.

ML Permission to conduct Clinical Trial entitled * An effectiveness trial (phase IV) to

evaluate protection of children and pregnant women by influenza vaccine in rural
Bangladesh”.

Efficacy, Immunogenicity and Safety of Seqirus’ Cell-Based Quadrivalent
Subunit Influenza Virus Vaccine (QIVc) Compared to a Non-Influenza Vaccine
when Administrated in Healthy Subjects aged 6 Months through 47 Months.

|
IV. A Phase III, Randomized, Observer-blind, Multicenter Study to Evaluate the '

facate @5t phase 111 ey GaF ReTE @R G qeede SNts I Feie
FAARF A ST 1 A

Permission to conduct Clinical Trial entitled “ A multicentre phase III double-blind,
randomized, placebo controlled study to evaluate the efficacy and safety of VPM1002 in the
prevention of tuberculosis (TB) recurrence in pulmonary TB patients after successful TB
treatment ”.

fire celoea Preclinical Study 3 & SHTIMGRR [0S o@ PIeTc ST FH1 AR Preclinical
StudyaﬁﬂmﬁWﬂ%&@ﬁ@ﬁ%@emwﬁwmwﬁ@mﬂﬁam
TSNS A7l (A 27 A1 SRTTs Preclinical Study SRTHMETR &) /g @ ARRIT T FGVTH
T G D TR ST O I FCS (@fFel P 2 T g ;e 2

Permission to conduct Clinical Trial entitled * Evaluation of the immunogenicity of a
prototype Nipah virus vaccine in pigs under field conditions ” and approval of this protocol.
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1. Comparative efficacy and performance evaluation trial of ventilator manufactured in
Bangladesh (WPB-560) in patients who require mechanical ventilation support.

2. A Phase Il Evaluation of the Safety and Protective Efficacy of a Single Dose of the
Live Attenuated Tetravalent Dengue Vaccine TetraVax-DV TV005 to Protect against
Infection with Live Recombinant DENV-2 (rDEN2A30-7169) attenuated strain in a
Dengue Endemic Population in South Asia.
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Fl <z « Only at the begining of the last sentence of inclusion criteria the
words “Refusal of” should be deleted.”
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f performance study, clinical trials 9% 3 Bioequivalence study &it5re=
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SEMCT & TAYI® performance study etbreis fwme s
I. "performance evaluation of GR COVID-19 rapid dot blot IgG antibody
kit and GR COVID-19 ELISA IgG kit with other EUA-certified kits
for detection of:,antibodies against COVID-19"
OGR! & Sgie e St eicbeet v Rt 3
I. " A multi-center, open-label, randomized parallel controlled evaluation
on the efficacy and safety of Bf)B-OOI injection in the treatment
of progressive severe COVID-19 in phase 1I/111”

I1. * Clinical trial to compare the efficacy and safety of a multiple amino-
acid based ORS “VS002A” with the standard WHO-ORS in the
management of non-cholera acute watery diarrhea in infants and
young children”

TG &7 g Bioequivalence study &tbRet ufs Rzt 3
L. “Bioequivalence study of test product Esomeprazole Magnesium
40mg Tablet (MUPS) of Beximco Pharmaceuticals Limited,
Bangladesh with reference product Nexium (Esomeprazole

N




F Magnesium) 40mg tablet ( MUPS) of Astrazeneca GmbH, Germany in
Healthy adult human subjects under fasting conditions”.

II. “Bioequivalence study of test product Telmisartan USP 40mg Tablet
of Beximco Pharmaceuticals Limited, Bangladesh with reference
product Micardis 40mg (Telmisartan 40mg) tablet of Boehringer
Ingelheim Pharma GmbH & Co. KG, Ingelheim am Rhein Germany
for Boehringer Ingelheim International GmbH Ingelheim am Rhein
Germany in Healthy adult human subjects under fasting conditions”.
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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
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Mohakhali, Dhaka-1212, Bangladesh
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L. Performance evaluation of Afcabl viral RNA extraction kit and Afcabl
Covid-19 real time RT-PCR kit for detection of Severe Acute Respiratory
Syndrome Coronavirus 2.

WM & 8ogiPe Bioequivalence study 2Bl fNEw s

I1. “Open-label, Balanced, Randomized, Multiple-dose, Steady-state,
v Two treatment, Two- period, Two- sequence, Two- way crossover, Oral
Bioequivalence study of Olaparib tablets 2 x 150 mg of Cadila Healthcare
Ltd., and LYNPARZA® (Olaparib) tabgets 2 x 150mg of AstraZeneca |
Pharmaceuticals LP, in 16 female patients with deleterious or suspected
deleterious germline BRCA- mutated advanced ovarian cancer or female
patients with deleterious or suspected deleterious gBRCAm, HER2 -
negative metastatic breast cancer who have been treated with chemotherapy

in the neoadjuvant, adjuvant or metastatic setting, under fed condition.”
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“Open-label,  Balanced, = Randomized,
Multiple-dose, Steady-state, Two treatment,
Two- period, Two- sequence, Two- way
crossover, Oral Bioequivalence study of
Olaparib tablets 2 x 150 mg of Cadila
Healthcare Ltd., and LYNPARZA®
(Olaparib) tablets 2 x 150mg of
AstraZeneca Pharmaceuticals LP, in 16
. | female patients with deleterious or
suspected deleterious germline BRCA-
mutated advanced ovarian cancer or female
patients with deleterious or suspected
deleterious gBRCAm, HER2 - negative
metastatic breast cancer who have been
treated  with =~ chemotherapy in the
neoadjuvant, adjuvant or metastatic setting,
under fed condition.”
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l. Permission to conduct clinical trial entitled “A double-blind
randomized, controlled, non-inferiority trial to evaluate the
immunogenicity and safety of new Rabies Vaccine ‘Rabix-VC’ on
Bangladesh healthy adults”.

11 Permission to conduct clinical trial entitled “Efficacy and safety of
Baricitinib in Patients with Moderate and Severe Covid-19- A
Multicenter Randomized Double Blind Placebo Controlled Clinical
Trial in Bangladesh.”

1. A multi-center, open label, randomized parallel controlled evaluation
on the efficacy and safety of BDB-001 injection in the treatment of
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“A double-blind
randomized, controlled,
non-inferiority trial to
evaluate the
immunogenicity and
safety of new Rabies
Vaccine ‘Rabix-VC’ on
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adults”
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