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qlmlur 1Ea Oral Shigella Vaccines & HEV Protocol Approval

Tst"tB {rqlqTr qrmrrq-< ,I,.ttlg q,lfrrr qsK Tfq sw s(<;t | &fr sfrtr{ qq'ff-qF{ ffia qHfqBfit{rT csK

qllalDifrETfrcTqICFrlETtqpsTFrgT.{rTffi{rgi4r{63q1a1-qGfr-+oralshigellaVaccinesProtocol

& HEV protocol frT[s qtc-arroonEi T-6$r | 6frtr{ qq'ryrH {FFt G, 6KT q-Srqt Protocol rttr C+"t ftR

ft{ "F c"tr3.cq{ €R protocol er fre{ R<cT sKT c-srqt q-{'ls qrq{ t Protocol E?F icddr,b er

RRC, ERC e<( WIRB(Western Institutional Review Board, USA) T-.6a q-{crlfrs I ql5alD'llrs

q(rt€R.f u,*-{ etrcq< sl. q{.q rFcrsl, qmffi gt fr$ss qfft, Emry< vTs frq\sfl{f, Tqrl6t, s. 6q-{rfrft

oMft e<i 6qB qt-qRBfr-{ t qslx 4ffis@rN fiH <trs fihTscts tfu q*e

o) Oral Shigella Vaccines €{ Protocol Approval fi-$ mrs qlm 
I

?r) HEV protocol -q< q?FEr participants 6aK Study-co qs{fu< qlref Anti: HEV, HBsAg e<i

qffi p,ftlsipants cq-< urine for pregnancy test +-+cs €<( )oo Participants €{ Pretesting Data

{a Study-u <Is{K "1r,( OCOa-,q nFIE4-{F Er<, qe'k6Protocol Approval CnIII Ncs {Ir< I
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L Tobacco cessation agent- Cytisine qT protocol approval q(qlg 

I

IL GroMh hormone releasing peptide 6 (GHRP6) (K protocol approval qqEFls

III. Clinical 1r1a1qiaruffir, 
,

ri-q{& Tcqlqx qqqrqr rns wf{m csm Trq tsp qGF{ | frft TfrEr qqry'-qFq 6s 4apBfu6q cst< EITETEI

frnrfrrsqRFTIE-{ tsFo;IRIq;ll TFf{ lqefl?t cql8 qmrqbfr-q Tobacco cessation agent- Cytisine q<R, Growth
hormone releasing peptide 6 (GHRP6) Protocol ftqrr qramitu s-GFt I $FrfrT qq'qqq:66q-q cq, riKI
c-snt Protocol EtF mX ftT 'S-{ cafiKrq{ €*, Protocol eT Rfv{ furs Ef-<I q-$Ft q-{Es. EIrR-{ t Protocol
qHB gN4nC(Bangladesh Medical Research Council) Tfs \ryfT[fu I q-r{IE;IIT q\"W+i a5s4 QqF,rit \5.

?rmq- qlB{a qs, €rcrqr \58 F$e-nc qrft, q-qr< qI<Eq {sstft-<, v. cs qFIFt, q<R, 6fl8 qlqqBft-{ r {sl{
TfrqBqrq fiH <fu frhrwTc Tto q{ 

r

frqsqrE c

n) Phase 0, open-label study to assess the safety of growth hormone releasing peptide 6 (GHRP6),
as anti-fibrotic drug, for the treatment of patients with liver cirrhosis in Bangladesh- protocol e<
Principal Investigator-5o foqflfu.t6X <tv{Trdr or$q{ AqH s-<T Er:

). Study 5Effifu q{"m Participants Tr;I Tumor marker fiR Insulin resistance factor (Homer marker)
test q{rs qr{ 

r

\. Consent form F N c{Itt'Nr:rm'qsl*r rfr<s-{r{ Erq.B", participants rq-{ TsRr {ft' s E"rffiur Rsrr q<\3

ffisc['q(r{si-{T;rceqm I

rr. Protocol fr Phase-l Study qmrq Eqs
lnvestigator-m q RTrT BMRC qcu, limKft

fu Phase-0 frffiq NREC qro q*atfrs
qFlqT-{Kq-{]. 4fi{{ ffiTrqrva 1

Principal



, .{ ftfr'+lm EmFl
(Ettrsrq ft-{rcssr<

qfrDfry{T q-{i -,FrT SCE <<Iq-{o nroB 7 qrqf( Cq|B qR{H .s ,{{ fr&{ {fcs <-{I4 e <frq

I

t

i

rl) A Double blind, randomized, placebo controlled trial of Cytisine, a novel tobacco cessation

agent, in order to assess feasibility and acceptability of introducing Cytisine along with behavior

sJpport (BS) package as tobacco cessation strategies to TB control programme- protocol (d

Principal Investigator-ro FIHqfu'r64Tq <lw{K[T{ 4Effi grya a-g qs;

). M q.rtcB ftefr{|q qE.@ s-<[q qr{ q<( srrq-{cF co- researcher / co-investigator frHrq nfi9 qTr{ e

qrqTJobdescriPtion qGW{T-?rN q6{ 
I

e. principal lnvestigator ,4<\ Trial qK{ffi qrefaqffrqEfe sFFit1F Trial e<'< $< GCP Trainingf*sqr<
qr( csr'erq Qqq E"Iq-{ qf*E"w(qlFm$-{(g qr{ I

e.,{ kfrsl]-qEmH {kElffil-{q-{'E?r{Kqcs,rfir{-W <rr-sfi 7 q(ak ffiB 'tfuH € q(frfrB {l(sr<Iq e Efrq

rE]trSTEfiYITCgqr{ I

8. Consent form-ffi F c<t(rlqr xqq'<REI sFil{ {Gsql3t Brq.li-, participants rftr r{sl:EI {fr e E"fofk-of fr<rt
q$e ffi spil' q\rgq{ s-{rs qr< 

r

c.. e&E Trial Site-q< 6KCE{ Investigational Drug Handling, Drug Administration, Quality

Management Training, Adverse Drug Reaction Handling, Reporting, Serious Adverse

Events(SAE) << c+ror-<ftx e<r. q&Eorcq< SOP {'H-qrircocr< t

s. clinical Trial e qq.nq{-flft Human Subject qT ifitqsr Frus-+-<r+< qrnr 0s{ E'r{-{ qfrqs[T Principal

Investigator qK 'tT q(s. Protocol Approval q{ qfmq-{ +.fi qffis Principal Investigator m '{SE fl&6'
qf',tn i tt, CnOiContract Researcl-Organization) offil-{ csn qB6s EetTffif, EefrRq s-fi qFr-{rs I

qrs6{m qt Protocol e< Principal Investigator Dr. Rumana Huqu_e -.s 41k Foundation-'{< FI'lqflE

qq n'ft{rr qsl EqF or< erk Foundatiin q( qtft-Wffi / qr<r<frfur fifts o-<rs Sq srcFl Rrk

Foundation-ro CRO frGqr< qqcTrq-{ Fn"o cr< r

1. m{ft\9 DSMB (Data Safety Monitoring Board) {I s/t/\o)c Elkc.r Qsq eFilT{ qfi'4s{ 4 Soft copy

frrflrs reqri-*, fit sfrE frfus-4fl q<\ q{ fi-6nT-EI 'rq TOR (Terms of Reference) gqaq T'iI(g E6{ I

Data Analysis and Archieving System rsftslr{ q<R wt EHH qlttb c(<s6t <l!fi{ <i<qt Tilrc qr{ I q
DSMB ,{T Tft rEttrf,rE Annex Rcryrq qrF T{cs Erq I

u. Research Site q{cqR qlq fto6t,mq q{-{, T-Efs' "Ir<T{ ,{<\ qc{f"i-{R$ amex 9FFIGI {t Protocol q( ciBI

I({sT-{CEqr< r

rTSK
}9/_.
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V/o8/\o)t,I:flal: )).oo SB$I r

) | EcTrK \5. q{. q Trsq., Qfs;1q-{elREIq-S., yl-{"Vf\qg{, EliF[ I

q r v. frqgTr$ ;rqF[, Ers-{T , ofufr+ fistut, .IQE *tqfl.*rtr cqfurq-{ srqs, E?F[ I

,? r s. ?crq'qIB{qrFF, EGp-rK, frffi frsrur, freceo"oiE, ural ,

8 ru. qmqnr-+frt 
, Er{EuK ,+tffifrstE ,<Krs{ ,wsl I

C t {63-43 u. Fr-sfss \flft, E"flUd, TREf6q-{ tBffiE w< 6€q q1t{, qEF{ qFTN,
frr6-1, EFFI r

s I q1Fr Er{E',E qO-otfr<, Rnrc {rpr , <l\ElrcT oqq fiqf cfrfu r

q r fiB qrqtqs&T, {qflft otRurqs, s {qqr-qF{, bs{ {qM.{ qftRg-<, rqtrfift, urfi r

qrrqrr ID e

I' Benefits and Risks of Iron interventions in Children(BRlSC): a randomized controlled
trial in Rupgonj- rural Bangladesh cRtrts IU. Clinical Trial xorsftrR< r

s. cst{& {6qlqr qel{ffiT EI'IE q1f{rr wt{ re.M tsT'TGFI | fufr TfrE{ xqql-{G< mtg {lEREm{rs qsK
qrFIDl' RB foT qr6{IFII tsF sitl{ q{r {FFr r q-{r< 6qft qrErqBfr-{ Benefits una Rirk, of Iron
interventions in Children(BRISC): a randomized controlled trial in Rupgonj- rural Bangladesh-
protocol fr<rs qTrfls{rE <E-GFI r sftE{ rTqqrFf TFFI 6{, EKI Tsrnt p.oto"oiH ftR fr, "F< c46{inl ;n
Protocol ,a( Rfrd Rrrr EKf Tfiqi q-{'1-s qfe-{ | qf6qtq6 q(rgqq $.r<-{ EmT{ o, t fr cTBT-{ Saqmr< sB BrT-$-s qrft, q-qrq q1-<qE {s-sTfr< EcFriT v'. qrc-qm okl., q5q-ffi \5. qr. q srsq., 

". 
rfr,qrq;

ilqrFl , q<R crlB qlqrqBft-{ | ETFIIE-{IT qrqtD-srF protocol q <Frq-s Bayley _III cognitive scale, Bayley
-III Motor and Languag^e scale, Serum fenitin level, Iron overdbs"gData anilysis ffi fuT frTn
qTcuTIFTI T-GFI r rrsm q-ffi o.rr fiq <trs frq.lts lfu ET i

fram s

) t Serum ferritin q<R. hs-CRP test $-?lBt qql principal investigator 6o "rsN{ ernrq s-fl cr c<i High
Serum Iron level eI6 participants fiT Study crs <Iq cqrtr qTN.f fi$ aR r



rt' Protocol '{T frvr qrffilD-{I cl[T qrft clgks sTrq {cr"fRDF-$ r.rcrq'T r$ <ItL< crc. qsr* frfr .GFT{ v.qr' q Trffis 'qrw TqHfrEIE-T ,EIQ qfing< m'{e-rs rslqG R...< q-sr urfoq vETK s-ff wg.fl{ $G* q<.frfr eEF TGI-{ I csm mB q]qI'{EfrT sir+frrqr Lot release €( q-q' Summary lot protocol (slp) reviewRsrs qIF'lE-{T Fr$r qR, Guidelines for independent lot release of vaccines by regulatory authoritiesfrvfrfr,o wHo qfts Guideline F rTTrfi.r_ chciTffiT qm fre_tr{ s.cs{ I sr. {l,arl "fKft{, <rs.dRsqGi?,fuEeE locally manufactured vaccine frr*,tm Lot release or< e fr.c{ qml*,ir. .-GFI r DGDA e<Animal lab + qfor* Lot release T-?rRr q-{r Aqq \eD Lot Thailand / India (R accredited Biologicallaboratory R65 test {rll: texisilY , potency, abnormal toxicity test x{ yrlT{I test s-<I cr ,,q R.qcgsfrftT'q<fum-flCTt Biological products e Biosimilars products (( registration (( q_{rclinical rrial q( qBmftrq frwq qrnI'-{r $<r* q-{r s-ff{ mB q-Fgfr-{ ,"ptfr< *rr* qqqrmir rp'*q1sGFr lqt Y[6{IE{EI vr.tel-q4 $ctr{ q-llzr w'<?q {T.r-lfrT ,efTT{ u. ?cTq.qTfr-{-q {s, q6qrry3 sB frTfs_s qlft,

**o" 
u. qr{F{fo, ORq, qcrr{ s-. q\. q rTcssi, q<. m,, qmqBe-{ laqn ryft,*fu om fie <fu frhE lks

frauag e

)' Biological ,Biosimilar products er Quality ,safety, efficacy fifus o-*tr ersi qr registrationq( q-{r <+E guidelins $onTI-s <FI {sr{ Ts-ersm srtr{ q<\ DGDA rs qsB expert sfrtr $rq<{t{r6{ guideline efmr[-ffi q-{r <EI q_T 
I

a" Lot release q<R clinical Trial &Tm "R-{q6o eFE rsrs ffi qrlIE-{I +<K q-{r fih-rs lps q{ 
r

{qHfuT-r
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I' Effect of vaccine inoculum on oral rotavirus vaccine q? protocol approvalq(q,E r

ll: { lomparative study_of pEG-Firgrastim fi protocor approvarq\@rs rIII. Clinical Trial qR@tr ffiq r -- -rr--

'iuiqr Trclrrs q!ilrum rtrs vtr+r.T trqr rflsi svr <rcn | &ft <,frfi-{ qqri-qF{ 6rlB qHrqBfrTrs qsB[.
9ICEIDI firr ftm qrcqrEql s-?F imK qII ?mFH r E.ilrt c{I8 *uTl.Sfr" A double-blind, randomized controlledtrial of the effect of vaccine inoculqm on oral rotavirus uaccip" (Rotarix, GlaxosmithKline) take and
immunogenicity in Dhaka, Baqgladesh protocol e<l A Comparative, Randomized, Doulle blind,
Single dose, cross over, pharmacokinetic & pharmacodynamic (pK/pD) and safe;;-;;r;; ;iPEG'Filgrastim (lncepta) 6 mg/ 0.6 ml or tn."piu offir*r,icals Ltd with Neulastim 6 mg/
0'6ml of Roche in Healthy, Adult, Human subject by iubcutaneous injection protocol R<rrqrFIFFns orrq r nfiE{ qriTrtF[ ifrfFr Gt, 6616s6rrt Protocol F frR frq olr{ (eimrqr qlR protocol ,{-<
frBr frrm $rfl T$Int qfiE qrrqr | trf(attgffi q('Etsr oraq Ersqr q frrr+-s qrft, q-qrq ffiT{ TssIfrTErsqit u' qFrqFil Tfrq, s. c${rfrft mpA," fr"-ry.*, -$ m amrqgfrq r qsm ry1ryv5 q,rs frR<ffsfia,m{q lfuqs r



:,1,f:Hiblind, randomiS:9,:gf,uolled trial of the effect of vaccine inocutum on oral rotavirus
vaccine (Rotarix, GlaxosmithKline) take and immunogenicity in Dhaka, Bangladesh protocol u<
Principal lnvestigator-roffis.tfq{<Mmr6ir"11nv{icp1q-dq{ r - c

tl ProtocolB phase l/ll {FfiSqr<Bm++-ru<c< r

\ r{q protocol q sNrstT qrfi sample size 20 qr Br{ e+E pilot study sr* frrs qc{ 
|

\e tPilot study qss QI$ data DSMB (Data safety monitoring Uoqrdl .s c,tft.T c<t meeting pilr ,r<r+{ AcHi[q'Iqr r - ---"e

{' A Comparative, Randomized, Double blind, Single close, Cross over, pharmacokinetic
Pharmacodynamic (P{1PP). and Safety study of lic-ritgrastim (Incepta) 6 rpg/ 0.6 ml o
ln,t: ll"T*:rticals Ltd with Neuiastim b mg/ 0.6mt Jr no"nr'1, ii""i,r,v,'l1rii,"#;;
Subject by subcutaneous injection protocol ua Prlncipal investigatol-6E fiffiu $G'ffier*tq{qErq?Fdt?tr 

I

) r Protocol fr phase {frF8sfcrrBm{qgc-scm r

I t Protocolfra Data safety monitoring board (DSMB) )rmnm qN $rffisf6{ plotocol e Em{
Ti[60qtrt I :

,, r GCP q-$fft lndependent monitoring commiittee TTf{ q-fl:r.{qq]Tsrrc{ 
r

tf*[]'F 
approval q< snl BMRC rv, srr cc'ilr fifffu qilrftlt {rd csnrd papers.TrRR s-flr ,rn{.f

EIE['{Cq,'ffiiq
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I' Bioequivalence study of Minocycline Hydrochloride tablet c<protocol approval cR",rg rII' Bioequivalence studi of otmesartan Medoxomir tabret e<protocor approvarrR",rB 
rm' Inactivated poriovirus uu"dn.]phase IV ,trav eip.otocor approvarrRu,rts 

rIV. Influenza vaccine -phase rv rtrol,ei"ffi;,'#lo'var arerulv' Non inferiority triar of tncepta Meningtcoccrr ;J.i;. e< protocor approvar ..""E rvl' The Internationar polycap sirav : GIps 3) <<protocor approvar xms rVII. Ctinicat TriatxorsFh{i ----'

c-q{B {rqlqT CkTrEir sno qTfr.R C-\ek $M tss. s-GFr r ffi ofrE< wnaI-qtr{ ffie qFnqEfr_qro qe-l<q*rEi R\T fuT qlffit{I, sP F-{l3t eqi <,oo r q*,u sp qryffiftq v fr protocor frvr qr-Frer. s.rfi r
sfrm( {qqj'f6f Ttrq;r R, Sm c$rqt plar"l -* ftR fr_ "e<,;.* €<\ protocol q< R&g Rrrx Er-<Ic-scEt q{Ts qrR-{ I qIFID-o,T^qrER6i aruo ur,**u, h-" ffi {s, e65.qs ve fru,os.stft, q6p-qs s.q{. q F,.Tq, Errqr s'. m-fifi-ft sl.ft, e*qg s. \aq qr q*e( <_#q ,erw{ v-r. .o18 N&_S rqlrq , q<\ 6TE

Hffi"*l-D,- 
qrrqT'-$fi v m proiorol fi\.o fr\q ffi '*, 

a-qs a.qqg om ne <trs fr6,,
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fiq'M{q c

) I An Open Label, Pilot Randomized, Laboratory Blind, Single Dose ,Two period, Two
Treatment, Two Sequence, Two-Way Crossover, Comparative Oral Bioavailability Study Of
Test Product Minocycline Hydrochloride Tablets USP,l00 mg Of Beximco Pharmaceuticals
Limited ,Bangladesh With Reference Product Minocycline Hydrochloride Tablets USp,l00 mg
(Minocycline Hydrochloride Tablets USP,l00 mg) Of Par Pharmaceutical Companies Inc.
Spring Valley, NY 10977In Healthy Adult human Subjects Under Fasting Conditions.

t I An Open Label, Pilot Randomized, Laboratory Blind, Single Dose ,Two period, Two
Treatment, Two Sequence, Two-Way Crossover, Compbrative Oral Bioavailability Study Of
Test Product Olmesertan Medoxomil tablets USP,40 mg Of Beximco Pharmaceuticals Limited
,Bangladesh With Reference Product Olmesec 40 mg Tablets (Olmesertan Medoxomil Tablets
uSP,40 mg) which is supplie.d in Australia by :Merck sharp & Dohme (Australia) pvt. Limited @
Registered Trademark Of Daiichi sankyo company Ltd, in healthy adult human subjects under
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