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1. In ERC face sheet: 2 c'Zf and 3 c should be "yes" i

2.lnMethodologysection:a)Page-1.?.!,thebeginniryl.l.investigatorsshouldmentionif
the design ir ri,rgr.-iii',iC ilrulZ-uii.d;r';;;;:fieli) 

paee t3: it will be good to put a

reference for the g.zri *i*ality in trre .ontror arm c) p*g. r?, i; rn. word "randomization'

above inclusion .ri,;;irrh"ura u. a.r.t.a"iilln-.rrrrion oru ,..iion ' ,uriubles with operational

detinitions' in between "Studv 
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enable the investigators to

explain their definr*r, "r 
primaiy "'";ii-;;;" '*nuritv 

*a secondary endpoints' The

need for ventilation and intensive care ;h;ld;;ut'y tleJ''v expiained since some of our

natients wilr have the need, but may not have the access. 
'iit"*. 

16: It will be extremely

important to add t";;;;;;;tion on;'quatity Assurance Strategy"



ome medicines will

be given by mouth #i tJ*. Uv inlt"tion, b"ut' basica"' Pll :l:^.t:*'.**:"T1"'#tiJi;
fi ?# ;i,'til;; ihe headirg Rirr. and gains, the investigators have mentioned that

occuffence of any sevefe adverse event it irn"pot.iUle. This sentence should be deleted' we

cannot make such a claim during a phase III trial'

4. The study requir.. ur. of 'bof,y fluid' as apattof 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' *h.n 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?
g. In patient details: what is the definition of 'major bilateral abnormaility'

9. SAE: how anaphylaxis will be diagnosed on ,o*. patients recruited who are already

dyspnoeic, in ventilattion, or in shock'

10. In study treatment: eiiher 05 days (remdesivir) or 06 days (interferon) but mentioned in

the protocol as -10 daYs.

11. ln 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'thereisnooralstudydruginthecurrentSoLlDARlTY
12. No drugs are of proven value is notiorrect now: dexamethasone- reduction of

mortalily, remdesivir- les s ho spitalization days'

13. In Exclusion r".,ion, should include depressive.illness as it is a SAE for inteferon'

14. In the text of consent from: utr.uay goi'permission from BMRC may be mentioned'

The study should get permission from DGDA'
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strain Tffi qq{s ssr(g Em I
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Government of the People's Republic of Bangladesh
Directorate General of Drug Administration

Aushadh Vaban
Mohakhali, Dhaka- 1212, Bangladesh

Qs/So/toto ErfrRl Clinical Trial Advisory Committee-< virtual qsls ou

(qlE)E ftfr-$flE ErTm qrfto-{ w1$nn frqrt qIrmD-{T s1ffis qr 
r

wq{r
I. Permission to conduct Clinical Trial entitled " A multicentre

phase III double-blind, randomized, placebo controlled study to

Lvaluate the efficacy and safety of VPM1002 in the prevention of
tuberculosis (TB) recurrence in pulmonary TB patients after

successful TB treatment".

II. Permissio4 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 withGuillain-Barr6 Syndrome".

III. Permission to conduct ClinicalTrial entitled "Immunogenicity of
novel monovalent oral poliovirus vaccine type 2 (nOPV2) with
and without bivalent OPV".

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".

IV.



Permission torconduct Clinio?l Trial entitled " Evaluation of thev. Permission to conduct ultnlcal I nal enlllleo Evaruatr(

immunogenicity of a prototype Nipah virus vaccine in pigs under

field conditions".

vI. A Phase I1I, Randomized, observer-blind, Multicenter Study to

Evaluate the Efficacy, Immunogenicity and Safety of seqirus'

cell-Based Quadrivalent Subunit Influenza virus vaccine

(QIVc) Compared to a Non-Influenza Vaccine when

AdministratedinHealthySubjectsaged6Monthsthrough4T
Months.

vll.Comparativeefficacyandperformanceevaluationtrialof
ventilator manufactuied in Bangladesh (WPB-560) in patients

who require mechanical ventilation support'

vI[. A Phase II Evaluation of the Safety and Protective Efficacy of a

Single Dose of the Live Attenuated Tetravalent Dengue vaccine

TetiaVax-Dv TV005 to Protect against Infection with Live

Recombinant DENV-2 (rDEN2A30-7169) attenuated strain in a

Dengue Endemic Population in South Asia'

ffi qIfuT virtual q-\rF sFfuT qF s-6Ft I ELsIE ev-qtqR qqlfisqqqi

q-{f< q1q5{ Xostfr<, qc$T{ u. qq q{ qfT( Tq{f{, qIrFT{ v. fr-{fsu qlft, v' Cs<ffift ofnft, efc+-ry< sl' GI8

l&-*< <"qrq iivl-{.qR.t{E{ sr<{ I TsIqB nam{ sfrfr< qq-ql"qF{ q-{K flE l1qrq Efrlrc ceK ft{T-<€ Eqqn-q<

q-{i a({{ r

efr"*,1" EHH qvqts6 sfrF< qq'qr qG-{ q-{< 6m qmrq Bftl' qr+q, Qqq qrpla qflqq3 ffi6nq Efira-{ ev fr

ffi"srr-.* q-{]. aa"n. fu"mculBu r\ErrRq s-<T sr r qctrrc-{ qBF<c$Esft t-(qtffiftFrcilqmrE<

es-\rr?p1fr$fr8{qqfisqqEryq<FroBaef<q.nmt q<R.}msr{qsi&sxs6vt-1nt6q.6e6{sr;<€{rrefrfr<

qqqnts\Et-rqtcE cqRsEGlgmcs<qr<q(mr{fn +fusrxftin-{flEEl{E es-qtsifrsftB{qa1fisqqryvK

FrsE Bqq.rF **, *,(** frER e q(-Ec"ffi {qci't"t ffis qlcqlD-fi ar{{ q<( qr6rcE ou F{ ftq6{ srcq<

Tstnig qqH sr<-{ r ofiB< {sTfi\o {q{, v. hTq qIBTE qo, q6+TB[ , ffi, fr-qui 
' 
frqqeleltE ' 

utot ?-

,o?.* std lsln\o aqr{ re-mec6fi {l Gfr,flE EnreffirrtBrfiT FrrE Eqr$Ifr ftmerqt address s-{l{ q-{i c${61 T-{l

ccrRq a6q qqql-{F< qf{f{1

FRTI@ or (Tt) E caEr-q Eptt< ftfr-$fiE Sr-<rq qs-qEsfr sfrFr qsm B"rqfi\o qrlRq '!<( TfrF{ T"tlfr"t

cquras Rdfiq ?mrgffirEE< caibsE q(r.ttfi t.fo qfam T-rd{ It IsH Bqq'F{ Tfl q{ 
I

L Comparative efficacy and performance evaluation trial of ventilator manufactured in

Bangladesh (WpB-560) in patients who require mechanical ventilation support.

Z. A phase 1Evaluation of the Safety and Protective Efficqcy of a Single Dose of the Live

Attenuated Tetravalent Dengue Vaccine TetraVax-Dv TY005 to Protect against Infectio.n

with Live Recombinant DENV-2 (rDEN2A30 -7169) attenJated strain in a Dengue Endemic

Population in South Asia.

si{"c$ ) nr iq6*q6u xr.fifts version fr detail review s< ci$ qrc'{< s. Fmse qlft, qls'T B"tlEfi, <REKhri

eSffiEw< 6c{"1{ltc{'{, trls-lc$ mql'tcf w{ril{ s,-cr{l

\ qR GqttrsEB{ Title <ie challenge Tqfr <Tq frc{ Qfr'flq t{rcffirEB{ e(ffi qRrff{{ T6o nnn str{6q{, {l
qs11w{< ynfrt $-fl q{ | Es ftCffiE Er-st6{ safe e effective qrTfts ErE <REIrqm 9.Ifg{tr affordability s

accessibility q{ q-{i afr"flq tdIvffinBT qTqft-fl\r-K cufi re-+r<q, s frYC{ f-{F{ Aff{ T-{l q{ 
I
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5.

o8 (El{) E cAtBrq q$FEqfqffiT Tfll{{F({ E[lc{lr4"l <P{l <$6

I. permission to conduct Clinical Trial entitled "A Randomized, Double Blind,

Placebo Controlled Phase 213 Study to Evaluate the Efficacy, Safety,

pharmacokinetics, and Pharmacodynamics of ANX005 in Subjects with Guillain-

Barr6 Syndrome".

II. permission to conduct Clinical Trial entitled o'lmmunogenicity of novel

monovalent oral poliovirus vaccine type 2 (nOPV2) with and without bivalent

OPV".

IIL permission to conduct Clinical Trial entitled " An effectiveness trial (phase lV) to

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

Bangladesh".

IV. A phase. III, Randornized, Observer-blind, Multicenter Study to Evaluate the

Efficacy, Immunogenicity and Safety of Seqirus' Cell-Based Quadrivalent

Subunii Influenza iirur Vu.rine (QIVc) Compared to a Non-lnfluenza Vaccine

when Adninistrated in Healthy Subjects aged 6 Months through 47 Months.

\.

FKTIv (dttrs-{E phase III &fi+fq EmE Rrar< ffi{ 6Hl{ qsqSqK $lnua r{ll"l\o rvl{J((r

rlTffisr{ q-s{f4-{ s-{l q{ I

pennission to conduct Clinical Trial entitled " A multicentre phase III double-blind,

randomized, placebo controlled study to evaluate the efficacy and safety of VPMl002 in the

prevention oi tuberculosis (TB) recurence in pulmonary TB patients after successful TB

treatment ".

9.

FrcTlg' Cttffi Preclinical Study < w{f q-{flIqr.].d fff:r(s qC Sl{"mC{ qIC{q;{ s<l qc}lce.r rrecrrnroar

Study < ffi fr'fi-onq nxm ,{v-"tsR sfrFK qrcslY-s ar R{r{ sfrE{ {sffdE q.T'fl'qq u fr-rcs

q=1"= dqf{ (11.63, fr3s ql6q-41 sfrl1ro Preclinical Study s-{Ntqrd-{ qaI ql-q' ,g 4fu3 s-qt"i Tfiotlf,{

aq-oq+E 3;frF rUC.l{ 3-sffi qE om'nx qN (${ots-{t C6a a6q fiqfs 1Qs ert

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.

8.

filTlgi or (ER) E catqq ?(sttl< t35ti<iil{ E.tTr{ qE-slqqK a]{ltrT IsN unqll?e qcHlqq a{{( $r'rru5r

ym6. t o161F" qfr"nq Qqpffir$-{ c$ltrr-{ c(r.ttqq&ma tfo qlRE srd{ 11. i-qT ffis qlrEIE-{lEd{

&fr-flEEmq q\tqtqR rfrE{ cTrfiE qq'qifr-{ flk{-srl Y{cllr{ T-{t qrg

,
I . Comparative efficacy and performance evaluation trial of ventilator manufactured in

Bangladesh (WPB-560) in patients who require mechanical ventilation support.

Z. 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 with Live Recombinant DENV-2 (rDEN2A30-7169) attenuated strain in a

Dengue Endemic Population in South Asia.

s.TC<l' ) q( (qEsqE{ cRr.nfis' version E detail review qK q-{i e[64rt{ v. frtr+s q'tfr, q1wq U{tD]-(,

<tqqt-fi-{ lUffiF w< 6qact qtcryi, urfics qq'ry{ct q{ct{ +rr<r &ft ffiftqE reviqlv qrsiGr(Ttq

\}}
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56fit " Only at the begining of the last sentence of inclusion criteria the
words "Refusal of" should be deleted."

r qq cqfifiB{ Title qm challenge .rqB 3Tq'ftrr Efr'flE t{cvffiHB{ q(ffi cRr'fifl tf,o nBm

s-6<(q{, $ q{c$qr*{ q"11R,I 6.m c{.r B-tr Fft-+rm EHIrq safe g effective q$fr$ {({ <R6flIqr"i gnffi
affordability e accessibility o< vll Qfr"tm tmsffi[${ qgfr-o-slc( ofi ostrqq, ,s fr'{c{ 'fdlT{ efql'{

T-ilqn I
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Government of the peopre's Repubric of Bangradesh
Directorate General of Drug Administration

Aushadh Vaban
Mohakhalio Dhaka- l}l2, Bangladesh

I. "performance evaluation of GR covlD-19 rapid dot blot IgG antibody
kit and GR covlD-I9 ELtsA IgG kit with other EUA-certified kits
for detection of antibodies against COVID_l g"

I. " A multi-center, open-label, rando-mized parallel controlled evaluation
on the efficacy and safety or gbg-ool injection in the treatment
of progressive severe COVID-19 in phase IIlllI,,

ll. " clinical trial to compare the efficacy and safety of a multiple amino-
acid based oRS "vs002A" with tie standaid wHo-oRS in the
management of non-cholera acute watery diarrhea in infants and
young children"

ivalence stud



Magnesium) +0m
Healthy adult human subjects under fasting conditions,,.
"Bioequivalence study of'test product Teimisartan USp 40mg Tabletof Beximco Pharmaceuticars Limited, Bangradesh with ,Jf.r.n..
product Micardis 40mg (Termisartan a0mg) rabret of Boehringer
Ingelheim Pharma CTIH * Co. KG, Ingelheim am Rhein Germany
for Boehringer Ingelheim Internationar 6mbH Ingerheim u, nh.in
Germany in Healthy adurt human subjects under rurting conditions,,.

q*{)T w<TE n+stfr*, qTsm \r. ,q{ qq qlTT i-q{F, efffiw u.. frxtos qrft, v. cs-{ch1ft flRfr, E6q-{.{ gT. c{ts
lk-g{Tc{m, q' slf ifrFqtfr{Gr, u, funqqtB-{-{Rs', {6qqtrs. q{. q +TcsqcsT{.qRrisq1.Frsq r{sr.,r&qrqm $frB( qqq1qft-q q-{r< GIs iTrqlq Bfr-{m r"ru n*-oq',u?Ena*qqr <r{r r

&fr-$rTq ErTrE ev-glffi TfrEr qqq'i ctr{ q-{r< FTs qqTq Efr-{ <cqE, bq( qflm qf\qsc< ) E performance
study' q E clinical trials q<l I E Bioequivalence study gcBto-q srnmrar-a qqi RfrtE tqrvffirE;{ u,ysqTFHs-fl er r arBrc-qq{rq{ ffi 

"At-^tcq ftfiTirqEB]rur{ *#t ffi 
"",fi, 

*-ry*" ffi cqa{ s_fl<{Rf,'ffi$fuqGtrfrsiHErarqes-slisfrsfrffiKqrfifisrrr.* rr+rc$r$-{qtsEqqi"H+rr+rqrimq
fi&. q q(IFrq6ffiIft qqqi'fcl ffi qtfiIE-{I smq q<i edmqc{q-< nu* wu rstq. qq-H u"m* |

s B"ffu fiqrlq ,FFI, Y[q s tfrut-< $qrl6l {.s6i]q*K Tll-s',*.-publicHealth-l/ Drug-13/2001/426,
srfrrre oul)t/too) flrsrr<s'TEI Ec{rq, " fr ,4{ qrr fi-t qr* fi ofrtrs qs{&-{ qg; tsflm qrt. fr, ft, fr, vK,fr-t sr< fi qrfl q{nTfr-s effisE w{c{lt-{ rs \b{q qnafi-{ ror,ifr q5o a"F4 qqF $<,rn q'{i FKh+iq.rT q-s-{I{ sKIqE t"

Rq covlD- l9 qqqqq qRAfus frer.w{fr{ ethical clearance qM mH covlD- l9 ,4r ct-6ct q(frB cflqsn&-qr'bsqfttrE frB q{ &froTE fim*l "n*r<.oq ERIE .*r'il 
".,t"n" 

w-ors *fu fifrscls fiftR.r- u,E *q"o+-rcs uttc-q fre{qKft-{ ethical clearance EH{vn $\fls ocr $cs-{ r sTT tRcEfrrc qp, fr, &, fu, q-q, Rs'r-.s qfiHfr-s csl{ covlD- r 9 q< {l(el xa? mrq sir&r/br{/?b6 fiE q< &fr-srrE umE/ "n<+-<cqq smnffiDIErr{ 6mrq- qtt, fr, &, G, q.K, fr-t srs fr wlmrvi-+ qrsl ctTis fre{-w{F-{ ethical clearance .l<. qc<rq_q
{6e r qnsBqK, q{flqr Ws]< nqT frGD-{T +r{ CoVID_ I 9 er ctrq q(B? cfln ,rmolOuorce fiE ,!<ftfi-oirqEKrEl qr<+xcwErrm 

'rfrDreql{ c+rq'vtt, fr, &, o, s;, fr-tvt(frq{cr&-{ qr<ilqrg\B fianw<fr<
ethical clearance ScrK q*dl"sfrB{ mqlrfcf qffi"t orc+ r

e,qFM qrfFnq$K Rrc{ frffit fiHE rtQs. e3B

cslqtulrclqrcaiffixlqs Virtualcrlllg sp. +cm | ftfi'sirEEtTm es-"Ttqfr ffi-ffiffi

5. emFffi-{ 6mIFK ethical clearance eMRC c,"
frcoqr< r

t. Umbrella f uideline rqstr<-s ftEFs cross
reactivity fu-o srrc cr<, ql Edts.cE'Bmyt s-{rs
qr{r

rl. ftst"1r"{ ftBEs en-<+rrqE EIrm freceq,{rtB rv
cRqffiE ccxee c<i performance study report
{.corq'q-{-{ {t q€{N fttsB f+sm &-F{,i aKI qcarQ 

I

!Em" f.fu q<gr (qr$ fr- <Krl-{ Bdjrq s-fl qc!(q, q
frs6s qcil-srq Bm.{ T-{cu sr{ r

:a 1T

"performance evaluation of GR COVID_19
rapid dot blot IgC anribody kit and GR
COVID-19 ELISA IgG l<it with orher EUA_
certified kits for detection of antibodies
against COVID-19"
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t.

" A multi-center, open-label, randomized
parallel controlled evaluation on the

efficacy and safety of BDB-001 iniection in
the treatment of progressive severe COVID-
19 in phase ll/lll"

). l-luman Safety fr-o.m frfts +nr qr<, st er6Tsrn
Srg{$-{6qsrs r

\. Severe Covid ,{< qREI National Covid-I9
Treatment Guideline rqTslr{.sE(H"{ +T(eqr{ I

rr, ffis ethical clearance BMRC scg fi6o
qT{ 

I

8. Pregnancy Reporting Form qcBf+rq qs{F o<cv
qC{ ,e<i ffit {Rqt(T( pregnancy Test
T-{r(s{r<t

c. frFrqirq EmEFco "Pembrolizumab" <r<qs
<r<, firq ,e firrx ffir$rat frg ErH{ T-dt qr fr r ffi
Arbrsrq Bm{s-acscmr

9.

" 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"

). Sample size 1fr re-<ru q6q 
1

e.. Clinical TrialF superiority;nfr inferiority trial
srqrrrrEBm<tT-{csqr< r

rr. Phase I Trial q< data q]fiE s-{(E qc{ 
1

s. qdTsrq Hypothesis qRr.fifl <r<(s.qr< I

8.

"Bioequivalence study of test product
Esomeprazole Magnesium 40mg Tablet
(MUPS) of Beximco Pharmaceuticals
Limited, Bangladesh with reference product
Nexium (Esomeprazole Magnesium) 40mg
tablet (MUPS) of Astrazeneca GmbH,
Gemany in Healthy adult human subjects
under fasting conditions".

w{'rqe@rr{ e[ffi q-{cqrqr{-{ nttfrt itr{I-qr 
I

c,

"Bioequivalence study of test product
Telmisartan USP 40mg Tablet of Beximco
Pharmaceuticals Limited, Bangladesh with
reference product Micardis 40mg
(Telmisartan 40mg) tablet of Boehringer
lngelheim Pharma GmbH & Co. KG,
Ingelheim am Rhein Germany for
Boehringer Ingelheim lnternational GmbH
Ingelheim am Rhein Germany in Healthy
adult human subjects under fasting
conditions".

TfuqBsrx e(ffi q-{cTl!-(dr {iTfr{ s-<I q-T 
I

:t*
qK csl-{ qfcEt}-i frs'{ qT qt'slT c\r-HB {rqm'{ qsK qffi 6qNqI sLT{ I

***H".ffffTffitt,o,o

M
bsq q"[rn qRne(

€
CgPiB
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Government of the People's Republic of Bangladesh
Directorate General of Drug Administration

Aushadh Vaban
Mohakhali, Dhaka- 1212, Bangladesh

s. cqsm ffi-{fcdE fl13 TfqJS(rqala, xqtolfMq-o, eT{ d'n-rn q]fiS{til\*l{ .rIr,-rr -r\ t'dv,'r r, Y I r

\. q{r< qT<EE 1ovtfr<, ftrrKw qqql, <R{lcqq rbfi Frfl qfrfte 
r

e. qr+-rr{ g. frrr+s qft, Eiwq E4tuF(, <R{rcq-t iBffi q< ccaet4fr6q'q, 6161 1

8. s. c{F-<rilftTIh?, frfinrvtftifr-(, t{6s-rll{C&srfr&-rq, eR&fufrvr<fr, ulo[ t

c. q. orfr lftT{ qfr{ &T, qccltft q{fieFF, iffirsE& frsl{, fr'rrf , rqFlt-fr ,

ursl I

g. s. ?rmq qtfufl qo, E6{Fffi, RBry;ffi, frq{, 1}qqereltB, urol t

q. qcs:rm s. q{. q $'rc$q', E]v-q {'snfrElurs, xlq'qfkq"s{, Elsl r

b. qqt< m: qrmqBft-q, sfiRulq-o, Qsq srt n qfiqs{ 
r

-&yil$ =rl. ,',,-i,i-* --.-',-,.,,:'-;.- .---,-,---.,,,,--.];ffiA"$ ffi" ffi;-if.i.l Aa;ir"ry,-a"r.l*ittde-< ,i.ti*i ,r"rr; I

E performance study e<( ) fr Bioequivalence study qdr$E -w1mnn Rwct
qrcEID;{tq-1ffiv<r 

r

@rcestudy(frr+qEfuU
I. 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.

qTmlrrffi qqr EeMtPlg B ioeq u ivale nce stu dy qlFffiE fr8frq 8

II. "Open-label, Balanced, Randomized, Multiple-dose, Steady-state,

Two treatment, Two- period, Two- sequence, Two- way crossover, Oral
Bioequivalence study of Olaparib tablets J x 150 rng of Cadila Healthcare

Ltd., and LYNPARZA@ (Olaparib) tab[etrlets 2 x tiOmg of A.straZeneca

Pharmaceuticals LP, in l6 t-emale patients'with deleterious or suspected

deleterious germline BI{CA- mutated advanced ovarian cancer or female
patients with deleterious or suspected deleterious gBRCAm, HER2 -
negative metastatic breast cancer who have been treated with chemotherapy

ll'

,

in the neoadi adj u vant o-r _ryS1e$atff91tllef$ 9I_& q gg4ql@q,_

*d



c-sm s+ +r<q I Bfr'srHEtgH qsgltqfr sfrF<
q-lt< qr<E{ qovtfr<, qmrt{ v. 6xfov, qlft, s. c+<ffi'ft smft, v1. sffr {fuTE qlfiT &T, u'_tam WGgr <o,

Ecsw s. q{. q Tl(n,,q' {EI-{ W1rpffi 6-6 q 1 
qgiq& {.ffiq{ ofrtr< rTqqr qtr< q-{'l-{ cqTs clErq Efr{cs }t\e*FT fr'{'{-€

Bqqprcqq q-qi {clq' I

ftfi-$r1-q SrstE ewrisR rfrfr( qqqr qF{ q-{r< flTs qrqlqBfr.{ Tm{, r}q{ q{q{ qfiqq< ) F performance

study e<< > B Bioequivalence study edl-s{ q-s{&rdK .9(i ffi+pa ffi(EE< +-qs qlfiH s3I q{ 
I

mDr;.".IGF qrrD spr t-r*cq ftfn+le Erur** ,{s-sflffi sFrfi,-{ cNtRq cqrTr{rq-< fiffi 6qfi o<t <irfu r ffi
'6r{-q;c{ Bfi=riE ErilE ,{se}EsR sfrF< c'$fis qqDrirq< $ffi 6qltro-{qTq BqqPrq orrq r sl(nlE frfiR e

q\aerqrfift qqqjq"f frsrR\o qrcq.]r-{I Tr<{ r{<( qrBr-{qWq< R{c-T EIffi< Tstng EqIq $r<.{ I

WErAv. qcBr€q{ffi frrln fiHfrt fu '1Av <*e

Decisions

). scBt+-{tr< Title qsfue TKCU q64 
1

\. Consent form q ethical ffi w6F +rcs qr<,

Trial e< ftq.qr "rfis<6f s-{(g qc<' q<( qRql

Consent form erENlmsim<l+3(sqr{ I

e. Investigational medicinal product q<

manufacturer Cadila Healthcare L,td. India,
qqB{ csfE Bioequivalence study India rs o-<l

qts6q fr-{rq<( <RErcrfi Bioequivalence study fr
sKK Brq-{i qrBrsrq &q{ Tircs sr< t

8. EcBrcm E-cmkl a{T sm(q, 3l(Erqr*I otqB Low cost q

market rrl cr< r ffi *E <-<rs qc< 
r

c. ffist s.ffifi< Pregnancy "fest +-.nlcs {r{, ffi
efdTsm Bcflrl <;-<rs Er< r

v, erBrcm( AerEtet cqtqmrq$mnB {ff qr< 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 patient rn<

B"r{ r fu inclusion criteria ru Smtr -+KI scrlm

SmmE Female patient with recurrent epithelial

ovarian, fallopian tube, primary peritoneal

cancer or metastatic breast cancer patient fa-<

Bor< m-<t qr< q<( R€'Rq{l} consent form e-W
o-<t erfr e ffi Address arrc qtr< 

I

1. qrFr$({ u{*o <EI sc{cs subject {rfl ('i6{

handsomercompensation (R€$ qr{, q"Kfr(o

consent fbrm € Srm"{r -s-<T q({rq-" }qBesr snrB{

fr.usot ltr"tr$' q6e wG{<q qig qm'r R'mfr

erFrarE q<( consent fbrm e e<tQ ccs qr< I <T(EI

q{4f'qC\EC{I{i q(q qC< I q(s1q eF-{R qQq <l(fll

w{flq s-{rc sr{ I

b" QraTsrq rql qc{re subject qK consent {o fifiB q<

;1c{i q.?r{ 63II qf,<, {r eryg eIffi w< tr{, frqtB

&Frffi ?srsfficlf-{r$ justify 'i8le: {qlFIel rirlcr

Bmq +<cqqr< r

"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

patierrts with deleterious or suspected

deleterious gBRCAm, HER2 - negative

metastatic breast cancer who have been

treated *itli 
* 

chemotherapy in the

neoadjuvant, adjuvant or metastatic setting,

under fed condition."
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i q{ilqR$r<{ SOP ecBlsmc\{ss-{cscr< I 
I

I

I. Principal Investigator ro Performance StudV 
I

q{ q'{i s{{ qQE ftBrs Gold Standard frccc< qqq 
I

$<-cs qr<, rsB USFDA ,qF EUA P e<r cF< 
|

SensitivityYiisr xc% q<l Specificity >oo% <s 
I{6{t I

rr. qqm IEDCR qrs qR.$E r e frsrr CRO-ideSHi

e IEDCR q{ n'($ p& nr<re, frqIT IEDCR '{<

Consent form q< oft edrsrE w(s o<co << t

8. Sample size calculation standard formula

I{MC{S T-{(s qr< |

\.

"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.'o
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