— Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Aushadh Vaban
Mohakhali, Dhaka-1212, Bangladesh

39/50/20%9 Sifdr al Trial Advisory Committee-<7 5o s o

11:4/[:::;% TET (ErItae] TR L%, S=roifepiers, STY NI Sfime |

99.50.3039

| I So.00 THF|

@a&aﬁmwﬂwmmmwwawm
S. BT AR SAFCA, HEPIRA A1, 374 oo Siqaeq)
R. TR TG ZTH, IR AT, B4 o wfiwem)
. T O3 G A TR, T2 AR, 99 e
| fsmes

Attendees

2 AFAT©, g5, 9 TS, G T, W ST, oIl |

0. . FIOTM T, Hifvww wrzacsy, FTFCIT foferer fofets, wnefifofeenmy, o
8. AFTM ©f. (s J&w 721, B Ry, RananawTs, vzt

¢. SFCR ©. Mo+ b7 ey, &1, FICHE Rrstel, e oegam, o1
©. ©f: TG g 2o ey, waptors, Broenty Rt e, s, vie)
. B 1 ARG e, “ABITE (5 W), 4 oo wfkwe|

Meeting Top .
3/50/30%0 22 SIfFtd S§®® Clinical Trial Advisory Committee-93 1% u® Clinical |

Trial Protocol Stves Rt sicasat e 73 |

] & Clinical Trial Protoco) atbreeeeT M=t 3

L An open label, randomized, laboratory blind, single dose, two period, two |
treatment, two sequence, two-way crossover, comparative oral bioavailability |
study of test product Empagliflozin and Metformin Hydrochloride tablets,
12.5/1000 mg of Beximco Pharmaceuticals Limited, Bangladesh with
reference product Synjardy 12.5/1000 mg tablet i.e. Empagliflozin and
Metformin Hydrochloride tablets, 12.5/1000 mg of Boehringer Ingelheim
International GmbH. ,Germany in healthy adult human subjects under fed “
conditions. J

II. A Randomized, Double-blind, Parallel, Active controlled study to compare |
the Efficacy and Safety between Ranibizumab 10mg/ml Injection of Incepta (
Pharmaceuticals Ltd. and Lucentis (Ranibizumab 10mg/ml) of Novartis in |
patients with Diabetic Macular Edema (DME) by intravitreal injection.

1. Assessment of a novel fixed-dose combination (fdc) drug VR-AD-1005 for "
the treatment of acute watery diarrhea in cholera: a phase ii, randomized, |
placebo-controlled, double-blinded efficacy and safety trial” for your kind
evaluation.

Iv. A Phase IV open-label, randomized, parallel-group study to evaluate |
pharyngeal immunity to poliovirus type-2 in healthy bOPV- versus IPV- }
vaccinated infants.
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V. A cluster-randomized, open-label trial to compare the impact of combined
Mass Vaccine and Mass Drug administrations, Mass Drug Administration
alone, Mass Vaccination alone, and no vaccination or drug administration on
Plasmodium falciparum malaria transmission.

VL. A Phase 1/2, Randomized, Observer-Blind, Active-Controlled, Age De- |
escalation, Dose Combination Ranging Study to Assess the Safety and |
Immunogenicity of Co-administered Novel Live Attenuated Trivalent Oral
Poliomyelitis Vaccine in Healthy Adults, Young Children, and Neonates and
Co-administered Novel Live Attenuated Monovalent Oral Poliomyelitis

‘ Vaccines 1 and 2 in Neonates in Bangladesh.
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Decisions

"An open labél, randomized, laboratory blind,
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single dose, two period, two treatment, two
sequence, two-way crossover, comparative oral
bioavailability = study of test product
Empagliflozin and Metformin Hydrochloride
tablets, 12.5/1000 mg of Beximco
Pharmaceuticals Limited, Bangladesh with
reference product Synjardy 12.5/1000 mg tablet
ie. Empagliflozin and Metformin
Hydrochloride tablets, 12.5/1000 mg of
Boehringer Ingelheim International GmbH.
,Germany in healthy adult human subjects under
fed conditions".
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II

“A Randomized, Double-blind, Parallel, Active
controlled study to compare the Efficacy and
Safety between Ranibizumab  10mg/ml
Injection of Incepta Pharmaceuticals Ltd. and
Lucentis (Ranibizumab 10mg/ml) of Novartis in
patients with Diabetic Macular Edema (DME)
by intravitreal injection”.
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III

"Assessment of a novel fixed-dose combinatio
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(fdc) drug VR-AD-1005 for the treatment of
acute watery diarrhea in cholera: a phase ii,
randomized,  placebo-controlled,  double-
blinded efficacy and safety trial” for your kind
evaluation. "
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"A Phase IV open-label, randomized, parallel-
group study to evaluate pharyngeal immunity to
poliovirus type-2 in healthy bOPV- versus IPV-
vaccinated infants"
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"A cluster-randomized, open-label trial to
compare the impact of combined Mass Vaccine
and Mass Drug administrations, Mass Drug
Administration alone, Mass Vaccination alone,
and no vaccination or drug administration on
Plasmodium falciparum malaria transmission".
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VI

A Phase 1/2, Randomized, Observer-Blind,
Active-Controlled, Age De-escalation, Dose
Combination Ranging Study to Assess the
Safety and Immunogenicity of Co-administered
Novel Live Attenuated Trivalent Oral
Poliomyelitis Vaccine in Healthy Adults,
Young Children, and Neonates and Co-
administered  Novel Live  Attenuated
Monovalent Oral Poliomyelitis Vaccines 1 and
2 in Neonates in Bangladesh.
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