Directorate General of Drug Administration
Aushadh Vaban
Mohakhali, Dhaka-1212, Bangladesh

o Sifae GF_{SW Clinical Trial Advisory Committee &3 7o F{RafMs
rets T R, SRR (s ), & ere e |

Meeting
Minutes

30.0€.30%Y
FFTE Od.00 THFI|

B AT VYRS AT F5F (0 F o) |

S| TR SISl SIRTE, 394 SYRYEE , B TY 2 AR

3| GIE SIS 5% W, @Y OEIRHITE 8 Y e SfAweH|

S| G @7, @3, AR TARF, AL AT, 7Y =7 AW
| 31 HIE G123 @I, BoieifEpIeTs, 334 e iRl

| G csn@jﬁj AT, SIS (5: W), 37y P S|

Attendees

;.wwmm,gmm(@mww),wmﬁmﬁween%zrm
FETpIe AT

. STFIR S, (2 GIRFT @, S, FICHEN orgam, oiet feafmrer)

8. ATHE TI3 mmﬁﬁ?ﬁaﬁ,ﬁmﬁaaﬁmmﬁsﬁaﬁw&wmmemmn
¢. STFE g (g S N, GRR, FEWIOEE Ko, f7aw2T, Gl

b, TR T3 (M8 IR Q@ SN W, Oy a4, RSB st he AR G FEe 3
AT | |
q. iz FRFE 18w, Rer g4, FFTelhetEie, et |
b.s.ﬂ@ﬁ@ﬁ@ﬁ,ﬁﬁﬁﬁ%ﬁ,aﬁﬁ%@mﬁ(mm)l |
S, G (IR A CleTTiE, ARG (581s), 37 P WiRwgq i

Agenda Me_etiig Topics

S0/0¢/303% B¢ ©ifitd s Clinical Trial Advisory Committee-a7 /e & Clinical Trial Protocol
SETHR ST ST 2

SETEER & SoEIe Clinical Trial Protocol EbFePTR HEgie
1. A Phase I/Il, Randomized, Double-Blind, Single center, Multi-site, Single-Dose Study to

Assess the Safety, Tolerability, and Efficacy of Subcutaneous EV25 Compared with Placebo
and Oseltamivir in Adults with Uncomplicated Influenza Virus Infection.
2. Non-Inferiority Clinical Trial of the Safety and Immunogenicity of the Locally Produced
TV003 Dengue Vaccine (Prodenga) Versus the Butantan-Dengue Vaccine in Dhaka,
Bangladesh.
Glucagon-like Peptide 2 (GLP-2) Analogue in Undernourished Women Improving from
Histology-Confirmed Environmental Enteric Dysfunction (EED).
4. Immunogenicity of a fractional adult dose of the malaria vaccine R12/Matrix-M — A

Noninferiority Trial.
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5. A Randomized, Double Blinded, Three-arm, Parallel Group, Placebo Controlled, 12-week,
Phase 2a Study to Evaluate Tolerability, Safety and Pharmacodynamics of RNV-166 Capsules
in Male Participants with Early Type 2 Diabetes Mellitus.

6. An open-label randomised controlled trial comparing novel combination and currently used
antibiotic regimens for the empiric treatment of neonatal sepsis with a run-in confirmatory
pharmacokinetic phase: NeoSepl.
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PI &1 (G TIEFS, SAFG-5, SEfiRerafz R Gy Ry Ao Sy S

ST S, (A8 GHETST (A BTSTS[CS % 4R (I TR fer<eyren Grairn a1t 2eae fooeft @ e Wiies 5120 P1 3w
1S S¢ TT7 4T o1 ey EED e sicawet 2r i o B S0 2020 A frrgen wrife Sifapifes
&3 phase 11 Bif¥Ts (2t I severe acute malnutrition (SAM) SI&FTE f¥™TMa Y subcutaneous
teduglutide €3 T<2¥ mucosal (STI& G &= WA biomarkar 32 FHTS ALY F|

AT 9/ b



ATHTE ©18 (18 =FFe AN AGF0A Exclusion criteria ¢ giardiasis TEEE w41 @3 Frarei w3y 2oa 7
FLHYRIFTANCE (A4 AR FKICH screening ¢ HREOTA T ATAS I SIS AW FCI |

TS TS STopelel RS STttt SR @32 N A2 augeeo e ALrifEs @b wifke Aees
CEBEAMD SRR & RIS 2CS A I SIS AW FCE|

3) AGFABE Exclusion criteria-Ts giardiasis TRY® FACS 20 932 I FLHAIFIANCE (34 AR
I screening @ MRFrew3e F3C© 2031

(8) “Immunogenicity of a fractional adult dose of the malaria vaccine R12/Matrix-M — A
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(@) “A Randomized, Double Blinded, Three-arm, Parallel Group, Placebo Controlled, 12-week,
Phase 2a Study to Evaluate Tolerability, Safety and Pharmacodynamics of RNV-166 Capsules
in Male Participants with Early Type 2 Diabetes Mellitus”- s ffe<se1 Gramsa Contrat research
Organization (CRO) 3reaiiee ffametet Gravert fifiss (‘e z fFfmee feie aenfes e=e Jifee
IR O GIaaing KTy o Sy |

Aot Tramy @BTE SRlRe IMP (SEaets AiF SNre bl GIT &N el w30,
cinnamon extract (F e Toitaw RNV-166 isolate ST S FFREGRTS synthesis 1 1 2 I
JYUET Swmer RNV-166 @32 placebo ™@as %< bitww Reali Tide Biological Technology
(Weihai) Co., Ltd. 5 a3 &fS9e @t Seava T4t 23|

ST T3 (Mg ¥ @ W™ AW controlled lifestyle modification & G @¥ determinant ReR sE
TACS SN R Gt SAfEEmE T O R’ avTeiE s TS 0 @ G «@F o IMP @9
srteitf& controlled lifestyle modification €3 (I @R 1 AT

m@WWWﬁWWamcﬁmwmamaﬁqﬁmwwmmm
AT AGFAD AR &) RIS WS A 0T TSI A T

%) Controlled lifestyle modification & 5= @7 determinant TR FT& F4CS M fR4ra Grnet
SIfBTETIR ST BT R GATSIE SR FACS 2 (7 Gt «F Borg IMP @1 et controlled
lifestyle modification € (FI5 &1 71 A=

,})QVJ(%GP

St 8/ b



(v) “An open-label randomized controlled trial comparing novel combination and currently used

antibiotic regimens for the empiric treatment of neonatal sepsis with a run-in confirmatory
pharmacokinetic phase: NeoSep1”- s f&feia Grefa Co-Investigator ©. (IRSM *fRAe 2,
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1. | A Phase I/Il, Randomized, Double-Blind,
Single center, Multi-site, Single-Dose Study
to Assess the Safety, Tolerability, and | 2GRS FETHOFCT SR FoNfet w1t
Efficacy of Subcutaneous EV25 Compared | 2!

with Placebo and Oseltamivir in Adults with
Uncomplicated Influenza Virus Infection.

2. | Non-Inferiority Clinical Trial of the Safety
and Immunogenicity o.f the Locally Produced % st A P
TV003 Dengue Vaccine (Prodenga) Versus -

the Butantan-Dengue Vaccine in Dhaka, |
Bangladesh.

3. | Glucagon-like Peptide 2 (GLP-2) Analogue in | c2i5®=ia Exclusion criteria-T® giardiasis
Undernourished Women Improving from | J8$E TS T G Fe SALALLIFIACE (¥
Histology-Confirmed Environmental Enteric | SIRII¥ JI¥T screening @ Gl R RS R
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4. | Immunogenicity of a fractional adult dose of

the malaria vaccine R12/Matrix-M — A Non- | &G0 FETAOH N SRR AT T 2

inferiority Trial.
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A Randomized, Double Blinded, Three-arm, | Controlled lifestyle modification && Gl
Parallel Group, Placebo Controlled, 12-week, | @3 determinant fRemR Fi& e fiea
Phase 2a Study to Evaluate Tolerability, | Grme offorew sww S REafb aw@ei@
Safety and Pharmacodynamics of RNV-166 | spfrzeset 390s 263 @9 Giaie @3 ©s@ IMP @aF
Capsules in Male Participants with Early | sisifat controlled lifestyle modification @
Type 2 Diabetes Mellitus. @ 25 AT
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6. | An open-label randomised controlled trial
comparing novel combination and currently
used antibiotic regimens for the empiric | 2TFD FTAOFCH SgEITET FoAE T
treatment of neonatal sepsis with a run-in | I

confirmatory ~ pharmacokinetic ~ phase:
NeoSepl.
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