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2. FOII(Y

Af . Mlilt F.sluratisnrt Trust nrsintdins il loster o{ l[Cs,

e2. lrsn'00r.

]. RESPONSIBITITY

3,1, A designceof Ml*R Edutarionnl l'*51sarrie5 out there proccdures'

.:,. PRII(:EDURE

4.+.

.t.5,

4.n-

4.7.

5. IIEFEtrENCES

0r.

lnternol 0uolitY

roer 5L\ll
Asuronte (eil(i0At)

al

I. PUhFOSE

I'L This procedure esBblislre l[e procus to form U]IR-HC IEC

13 Thir procedure brttn3 when thr MNfi Edurationrl Trsst he: dccidcd to

cr'eate E net{ IEC at iE tltedicfll Coilcge.

L3, ThB procedurc ends wh?n lhrt nmr IEC has been lormod'
14. This IEC powrs tzsrarch r;tudy thet wlll be conducted rt MNR Medical

tslleg* Hspital ard allLd satellite hesltt ctn*rs (ilNR-ltl[]

.1.1. Sekcr at learr ll indivirluirlr t srft'c Js rcgular l[C rnemberr' ineludrng rn

IEC Chair, IEC Vice'Chair, anrl an lf,e Se{rrrrr}-
*,2, SetECt Jt t€Jst three ixdlviduals to serve lrs rltrrnrtt IliC rnrntb*rs' nrrludinB

an tEC Gair IEC Vice'fh*ir, rnrl nn l{iti Sct rttary"

4.3. Follow.soF. Artrling a uernu.r t'] ultR"[l{- llic lil5R-103]" lor each l0c

mern brr.
Urt'IVOR|GHEIT: tF.e [omposirior [HS&31?1" to tvaluate r*he$er the iEC

is approPrbtdY c{tlrtituted-
Ravise rle memb*r*hlP r: nerded'

Comrh{t . n.w l8C roitcr'
;il;- rnd updrtr: nrembership n'lth CDSC0 as per tegtlorcry

requirerncnL

5.1. Schedule Y of thr EruE: & (otnr*ti(s Act' 1940 m{ fiul*s' 1945

;j: il;iiJol of r'ruaror n rtanh {ICMR)-National $rhieal Guidelincg for*-' 
il;;;i.rl and Healdr Resesrth lnvolving Humert Prrlictprnts

53. il;l;;;.ilonat [ouncil-ror Harnrontsa-rio$ of lerhnical xequlrementr ior
- -- 

fU*".**titzls for Hurnan Ure {lCHl [6[tt2)

5.4. i;;t-i;gr st no,tc conrrd org'anlsauon. {Co$Co} 0uiddincs [ur
" '' ni-ii.ii*i-[*serrct on,rmans.blietr {iood Clrnicrl Pracfice (GCPI

,Wr.St$'
*s$$'*MNR Medical ColleBe & Hospital
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I. PURTOSE

l.l- ThtI pro{ed$re cst bltlhes tlre Ffireur$ to dlsroluc MNfi't'lC l[[,
ri. Thit ptoredure tqtrt when the org.rnizetian. HNR EdurUunal Trurl !a:

drodd to difbard Ml{B.}lf lE[,
13. Thir pro<edurc mdst hetr tlrt It{}lR'ltlCtlit has bcrn removed,

lnterno\ OunlitV Asstgte

N4NR Medicat uu"' u-

Iell
&H

(l0[[)
osPital

7. POUCY

.:,l, lrlHR Educrtio*al Trurt mainrdinr a tnsttr uf IEL
HSR-00r.

3, n8sPor{slsuTY

3.1. A dcsignce of HNB Edurafianrl Ttt$t rarrica out thete proced$rcl'

{. FtocEDutE

4-1. Enrurc tlrat no lrtivc prouculs rrt under rwlew by rhc IE{l before

dissolurioru
4.?. tYodfy each l[f, nnernber. For ratt IEC nember who wll! no longer :erve a-:

rn IEC nember peparc and rerld a Or.nI you le6€r rigned ty MNB

Ed pcarional Trusr
4J. Updae the l[( roster to inditate tln l0C ts dlsrolvcd
4.d lnfutr! f,DSC0 on drt dreision to discolve MNR'I'IC IEC within 30 Eltndar

da)ry"

5. EEFERE CES
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I. PURPOSE

1.1- This proredurc csrallirhm the prct{s to add a mem-ber to MNR-t,|c t Ec'

1,2. This p.rncetlurr tnU* *fitntU,u-n.guni-rion, l'tNR Edorational Tmsl

*leftr a ne,tr IEC memhtr
Thir proocdnro mdr !'ltEn the mtmher hrs been added and the IEL 5

'trr t i...

rc1rstf;:ir:rr 1', iri- i.l lr;l-l,) li Il' :1., 11 ll l-:i.l:r':l

z. mucY

?.1.

3.

The IEC Chair should rxlrmalty be an tEC member who is e r?sPeclrd

individual with lotowlcdge 
"f 

;;rr ;ihiss, rtgulations' guidance' and

ahics policiur" nnd pmcedur.s it tl""6f o-f tlt" co**l'ttr :horrld

ilfu*u, b. hrm outstds ttre oreanxauon and rtot.$e head o{ dte sarnt

in tituUoi to."intain the indeperrd:noe of tbe commitlte
lECVie+{heir:
LLt, Slraold be o[tride ot tlte Organisatton rnd notthe head dthe same

t[StlultloIL
ZZ.Z. Diicl'ilgc &e IEC (halr't rc*pondbiliticr wfien dre lEt Chair is

unable to do ro.
2.3. Ttte lE[ sesfi:ry vrho genraly betongs to the same lnstittrtion mnducE

tirl bnsirress of itre co**ltt*.,'-hen delegatd hy tfie lH' Chalr'

a4. othcr memb*s should Uu u ,ir* ,it .'r'til" rprthcdical' scieniilir' and non'

rcirrsiftc perrons' includnl hy publit, to reltect *re dlfftrent viewpairts'

3,5. The ninirtun compmition ruy be ar fol lorus:

2.5.r. One f,hrirPerson
2.5.?. Otre SecrenrY,

2.5.3. 0ttE to h,eo baslt mediral scrcndsu [yueferol:ly onu medlral

PlarBlacotosist)-
1.5.4. ooe to two cbnklgts from rrartc$s intttEttes'

255. one legrl rxPert'
ffi: on. icld sc*ftist/ r€presmtative or ftc oon-tovemrlEnttl

vdnoErY igtltry'
L5:7. One philoao$orl rrhicbl/ ttttdolhn
etA One laYPrrrur Imm hecummuniry'

L6. H5R-00r.

IE$FOI{SIBILIIY

3,1. lte orBrnEatio n, hlNR [d[catlonal Tiust selRcts all t}pw IEC members' fie
prganiiation gfiicirl mry deltgte seleAtoo of IEC Mtmhrs to the l[( Chair

rxrpr for tt+po.rltior of l[C [hair.
t}. rh€ iotlowlng are tie respmsibilitles of rhe orranllatian end th0 l[C f,h:ir, tr!

PR

rbrhues of the 0rgrniz,rtion are:

Wfi&AtIopy of rhE indMdurld r6sum6 orcurrt

r:
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,1-1.- Thc mnmberg rfFrerBntltg rrrdiral scrcntists and slinicians hrv* ;r

post-grrdonte qrrlificetion ind adequat€ rrperien(e ln their
rersfilve tklds.
Upoo rrcrcrsful completlon or €riflcirtioo oa trrinin& thr IEC

menbcf il iptlointfd, and IEC roster updatrd,
Freprrr an $polntmert letter end signed for the *ppointment of lll
IECmembcn
Detrmine whsther the individual rdll br a regular or an alternete
IEC rnember
lhw tha individual rign rhe lf,C mtmber agrecmenl
The tf,nure o, m*mbcrthlp ofonc tr n is uf3 years. with a sropc to

rrmnd te rnolher lerrrl with apprural from tfie 0rganls:tloa
Ufftctal,
No t:ror€ thrn two terrB$ li atlox,€d br rny IEC member'

Pravide a copy ofthe r{guml or curric$lun $ltre to IEC Chair

The Organlsrtion .ppoifit hom amongst the tEC members, a

Chairperson [ruho i* horn outrlde lhe argtitution] rnd a Serretery

from withiD the institutiotl
4.1.10.1- The IDC Chair should normally be an IEC member who is

a rs$Pecied indivirtull with ftnor,vledge of research

edries, regulrtions, guidnfl€a *nd t$lcr pollcies' anrl

procndur&, the f,heirp+rron of ti€ Commtttec should

ireferably be hom ouside the (hganisation and not &r
ir*ud of the sart institution to meilrtein the

indepmdente of the committ*1,

4.1.10,U" The IEC Ylce'Oulr b outllde of the 0r6rnisrtioo-
4.1I0.X.1. Di=charge the IBC Chal/s rccponsibil itie:

when the IEC €hair is unrble to do ro

4il'JlL,7-2. Dtsckrrge the dutier asriSned by thc IEC

{.1,J.

,t. t .,l

4.1.5.

it.l,6
,t.t.7.

4.til
4.1.9.
4.r.10,

evaluite

Chalr

4,Lf0X,3- Asri$t in the re8rler operrtion of the IEC

*,1.10.]. IhB Sesretary, a member of the IEC appointrd by the IEC

f,hsir sr OrEani$tion rnd affiIiated to lrll{R Medical

Collegc/ HogPiuI The mernber hal knowlcdge and

erperl*ne in cllnical rcs*arch etd ethits'

{.1.11, lt tht lndlriiurl rrquir*r trrininS ha'ue the indlvidual undergo

tmininS.
4,1.1Li. Train the uetv nrtmhtr or ep$cebla regulationr and

guirlehnes, ond Mt'lFt'lC lm Pdl'y' SoP' Cherkltst'

Wo*rheet, and TernPlate'

4.1.r2. llie '1,iI0BKSHIiL'T: IEC Composition (HSR-312)" ta

whah* thc IEC ir apprsBriately constjtuted
,*.1.13. Ilevi;e tha rrt'mbership ;rs rxeded.

atr lr drted I Feb 2013, The Dnrgs & Cosmetict Rules, 2013

lnternol0utrlity Assursfltr of the Drugs & Cosmetlcr Acl, 1940 End Bules' l9*5(.

q

1 laru.qr 201? 1,.; r,.: !i,11 I'r.
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r. NUR,POSE

l.r. This proc?dure €rmbhitres thr prooes$ t0 nem$v* a m{mbtr otl'll{l{.Mc l[C
t,1.1. An IEe matbtr nuy bt dhquallficd hom condnmnct rhould t[C

rle{ennine by a Btree-fourths maiorily spcdfially callctl lor lht
pum$$4 thet &e meMber's to*durt has been unhecnming ol rn ll.{
member,

l,t,:. An IEC mernher nuy be dirquallfied frnm lE[ if they fai] to rttend
more thrn thrce collst(tllite meethgs without prior lrtlmatlon.

1,2- Thls prorrdure lreBln$ q&en Mflfi'l'{C IEC Orair in ronsultation with the

$Sani$ion haE dffided to rcmova an lEf, m€mber.

1,3. This procf,dure ends rrhen thc member has been removtd. and the IEC'r

rcgstretion wilh CDS(0 hrs hran updaed.

2. POt trY

2,1. H5R-001.

3, RESPONSIBILITY

3.1, ?he OrEanbation 0flicial and ttre lf,[ Chair rarrie* out these procedures'

4. PROTENTIRE

*.1. Tlrt process is inatiatcd Yrh.[ tlrc IBC [hair or Scretarln
{.Li' Rselve a communlfitlofl ln rvrldnS (trom anotttr IEC rtunt btr n'r a

rnembtr of dre puhllc] ellegtng misconducr. irclrdint brerh o[

Eorfidrrriillrf bY an l8f memht^
+.12. ll an lEC Memier fiilr to rtleod mole thrn thret tonstzutiw

meetings witlout Prior intim,tlon

4.2. The IEC Ch6h;i[ setlsfu him*lflberself that a prima facie cas€ exi$ts

befure inithting acdon

+.f , if, rn thc opinio*n of the lf,C Chair. tho mrtt:r ll of Srevt slgnlflranc whcre--- 
ir" lnl.sr;ry of IEC could br quextionod, dassuss liryitt the orBadcntion

0ffirial.
+.4. Tttc IEC Chait may suspend tbe rnembcrship of the comerned IEC member

lill lE[ rnd Organi{rfion bik! r iml d$ttiDtL

{.5. ii;;; t; peiba of surpnsion, sre alhcred irdividual will nor have any"-' 
lcrrtipririiq*r, o, r.rpi*ibilide.* ar an IEC member and will not perform

;r 111' dutic* oI lE[ member.

*"6. lf th* lEf, Gteir oPin[r lhet this rFfluirrs di.srussion wish other membea. tbe

ralls for I meetinE to sptLilitrllY dis(us.r tiis ilgtr or :t r regirlrrly

ed nectinf,.
e meetinS mnvened wilt folfuvr tht ruler of r quorum'

nlel nol 0uolilY Assuronte ?,fii'frfglg";
wlll be prxented
will be Provided

t rhr IEC nreerlng atd srs mprnb€s ;llqed
ChairPerso Jdrquite oFp0rltnit'\' It)

Medical College & Hos[it?leUi.
will rtend disqualified if IEC memhus pr:,t. 'f l r- ( t;::r':'

bt' votinX {by two'tttinlt maiorily}.

t,,,:,

I'.H( I ii .ri I t).,,'rll lI li

VINR
+.

disquelificetior

i rI i rr'.i ...)rr

B-"c
!\\
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,l,l{i. lfnor ex(ludcd, ni} xltlon to hr lnkrn"
It,lt,'l'he Chilr wrll iotlr.ry tl!0 rrclrr:ihrn (.115{lui} llft{Jtl('fli l(t rhr tlrl:;rn lsirt i{ut

o{Ticial through wntlen crmmilrl!c;rtitttl,
4.1L lf the lf,e mernbrr will nrr lorgtr srrvt 0n lhr lliC, prrplrr anrl scntl ,t thrnk

you le*er signcl h1 tIe tlrgnilisilion Oflici;rl rnd lhe lli[ {,hair
4.13, tlpdatr the l[C'r regiskrtion rt (D$(]ll wittin.ltl nL'ndrr rl;lys
tl 14. Update Hre IEC roster.

4-1{.1. Usc 'wOEK$HEL'T: lH{ (hmpnsitinn (lfSIl']1lf trr r'v;rlurtt'
wlrrtler tlrc lIC is rppmpriatcly ctnrtiluted.
+,14.Ll. Brvisr: thc mrnt(rsiilp lr ng:dr:ii.

s. BETSnEilCSS

on
ern0l 0uolity Assuronre tell (l 0At)

NR Medical College & Hospita

?

I\NBf,t:
t,'.,.,

i
:. , t.:,.r-r., -,rI.

t,$os{l

'l
I

P:p I



1. PURPOSE

l.l, This FrortdurE eslabllshcr rhe pro{er5 }yhen e mrmb€r rcr}gtrs arom l,lNI{-
Ir( t[c,

l,z. This pmcedure bqprs when ,,tt{B-MC IBC Chrir recalves tht rrignatbn
l*ttr hom the lff member and infonns thr Organrsatlon Official.

13, This pro*adurc pnds when the ruslgrution hrs be*n :(cppted, rnd tie IEC's

rqirtrition uith C[SI0 hm been updatul.

I. POilCY

?.1- None

3. RESPONSItsILITY

3'1. The 0rgmltathn Oficial {ldNR Educrdond Trost} and lE( Chrir crrrier onrt

rtosr procedurea

T. PROCEDURE

4.1. Tlte Organisation Official notifies rln IEC Chalr or arcePhnte
4.2. lf tlre IEC member wilt no lonaer $erue oo ste lEf,, prepare and seM r thank

you lefi€r slgnd $r the Organisation 0fficial and the lf,C Chair'

43. Updatt the tEC'r re6irtration Et SSC0 within 30 celendar dsyr'

4.4. UpdetrthelECrorter.
41.1- Ure 'W0RtrSltEET; lEf, Comporltiot (tlSR'3fZ)' to nmluate

whttlrr thc IEC ir epproprietEly corstitur€d'
4,4,2,. nevls. tha memb+rship ar nedetl'

5. RIFtRElcffi

5.L None-

'l''l"W:$"x:
*q*::ss"*"

l: r l,

I lrn!.ry l0ll ",1:r',' ,rl ili J

[IH'l^1'J,'][#I::,xs:
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1. PUNPOSE

I

1.1. Ttls procedu re esnbrrsh.r the pro.csf to avarurte ard managc lhs llmncial
antollJtr of thr IEC menrbtrc.

r'Z' This p'rocedure bcgins whcn ure 'carrfllcts of rnteresu 0rficsr' when an rEC
nember rnnounse$ fiRansirl intaregt ttat can eff*ct the c'nduct ofrelaarch-

1.3. This prucedure ends r*hrn the'canlllcts ol tnrererts officrrr deridtg drar th*
finalrial iflr.r€st ir not a conflid of inhrart, or rnform-r Ers rEC of trr
memgemenr plan.

POUC?

f.1' IEC ilEmbel: are requircd tu disclose thrlr llnanEial intEresti to the tEC
Chair or dxignered'Coflflirt of Intrrests Offics/:Ll.t. Prior to the r$isw altfte re.sfarch rt[dy pmtocol
1,1.2. Breryyear
1,1.3, Wfien ttere are ehugm to fiunclal lntrcrt
1.1.{. The IEChar tte tudr{,rity to dccldc rrhrthrr r linaadal interest rnd

Its mEn{gerntut if any; allor* tbe rxearch to meet thE rritlrla For
apprcval.

lJ. fl5n.00r

Z. RSSPONSIBIT.ITY

2.1, ?he IEC Chrir or dcsigneted 'CofiRt.r of lntrrerts Offirs/ cerrkr out thsrp
proredu rer.

3. PROCEDUNE

3.t. Update $e list of invesrmelr(' wrth tnf{rmaron about the narne ol the
cornpany, tfte lamei of t*lated companies, and affefied prnducts or sen irer.

3J. koside the updatei last to &r IEC Chrir lnd EC f,oordinrtoa
33, Stop review od dre submissio!" if dre inue*dgator has a financill conflict of

intercst tlrrt could (rrat bias in the outeoma o[ thc researeh,
3.4. Di:curs the imp*ct offinanclal cort{liet on the researrh outf,oma
3.5. Once find revlsqr is comdetad, provido the IEC wlth thr wrihen repo6 and

rtsume rsvicw of dtc ruhmi*slon.

+- RENSffNEES

4.1, Schcd ulc Y of lhe Drugs & Coametics ict 194G and Rules. 1945
..[.], Ccntra] Orues Stilndard Contml 0rgantsadoo {CDSC0) Guidclines far

Biorredlcel Rcsrarch oa Hum.rn Sublects Cod Clinital Practke (GCPJ

4.3.

Chai
,ternol0uolity

r'!NR Medical rr'r:rt'rt tr" l.r;r
:.,.t l tuurry 3019 '.:i., li,r:i.;

rperso/h5.

l.tt, I r. 'r

.5\

guid*lines
Council of Mcdial Rcrcarcrh {ICMR)-Hational Ethical
ical rad Healrh fisrarcfi lnvahing llum.n Participants

lntematiofial tluncll for Harmonisatlon of Terh*rcel

(

s



L PltnPost:

e. P0HCY

2.t. Ml{f i'tC lE( Chrir rtay dcslg*ate one or flore lndividunl, t0 re/irx' hrm}n
rete.rh ttudy FFotoffl basad on thrir hclground rnd subitcl mltt*r
*xp*Rise

?.3' ln grneral. individuals dtil€iuttd tE ftlie{lr {re grantd ruthorlty br onl:'

om category ore limited number of etegories-
2.3. 1t5R.010,

3. RgSPOlrStBtr.lTY

The IEC Chair srdes out there procedure*'

EC Coordin$or rs&int ilt3 r list of individoals designatod $ ra'iqw hu'nin

reselrch tludy pmtocol and orhcr srudFelated documents aad tle

catcgory tadr individual ir artlrurircrl to revierir'

4. PROCEDURE

ChairPer
lnlerno\

(\uo\itY N:sur

4-1. To dasig$atr an irdivirlurl wi8rin rhe IEC to rtvie* humrn research $udy

related documena ln ono category or e limitfd nrrmber oi crt4gorieg hased

sr tJre individual's bad(round and opcrti*-
4.?. .[lt IEC mtmbers must ravleu lhc ltudy pmtncol rnd olher doanmcnu bastd

or their lmcwltdge. E 8., a 'lryP€rioi'-h dr* committee mty not underc'tand

** ia"n*. o]tlonil. rai' other tochrhrl terms' howcvrr' wpuld

,uOutg"na t* sxial ald cthicll rspeesl imprt hom thc studl'

lt,3. ;;; t y ;tke, sin8le rtqwst for fur*er ioformation dtrin6 t}t rwicr# -
the rlod< rtope until thB ls rtcsved'

r.l. il ff;;;;ers coruide r the ai$rit ln "woRI$HE ET: Criteria for Approral

tHsn-301).'
i.+.i. ri. prtndprl invtstgsblr for raci subml$slon 15 expeced to nil dlt

ippli"U.'**f,lisJ wirh prdiminery iudgments as to vrhether

Ef,rdire D.tr
l'i.u{ J: "l lrl lz&y)I?,0

MNR l.,'l edical Colle

+,4.7.



4J.2. fte research rody protorul ora *ynopsls rf thc $tudy protocol that
inrludes a deifiPnm ot ffiesnint prof,edure$ elltlblllry {rltedl"
petirnt follo*,-up vl+lts, labontory atd clt|lkal lnee.dtatio*s or
pro<edurs, daa collection toolr, end analyrls of biolagical lamPlts
and datE

.1,S.3. The partiriprut inlormaticn docuoer:i
4-6 For a rwiew of a modlliretiol;

4.6.1, ln ldvancc of tire meeting all IEC mtmb*rs rcd$rt the modiffcrtioi
form. deternine whisl criterh in the applicebtc study protocol,

worlsheets .trd {h€rkllsts lre effected. aad reyiqr* the ldlolvlng
ftatcrials a$ nrcessary to i d{9t! sumdent to determine r+hGdier

all€eted rriferia rra me*
,t 7. For contlnulng rcvirw:

4.7.1. ln advenre of the ImednE, all IEC memhsrc reriew the {ontinuing
taMlw Form.' and *techmenrs. includiag any latef! amendment in
the stu dy-relaie d documents

{'8' Far r. teeiet relEterl to ar 'Umnticipated Ptublem lnvolving Risks l r
Subjefl! or Otherr.' 'ssrioul llorxgmpliante,' '&ispenrion of l[C Apprcuel,'
or'Trrmlnation of lf,t rlpgroval':
4i"1, ln advanrt of rh{ meetin& rll tEC mefibe.s revlew dle ntw

infomratjon end aGachmefi5, determine which.flttria in appltcable
workshegs rnd dre(klists tre affeced, and review tbr reldant
sectiont sf the forlowi*g materill: lo a depth sufficient lo determire
aJ ncrersrry furtter sction,

4.9, Alt IEC rnrrnbers rolrierlr wrltlsn reporh ol ex(errrl subie(t fiat{€r ?xperti$e
if any'.

{.10. The catqorir: of revlcw are. not limtttd to:

4,10,1. Socirlsciences
t1.10.2. Healfi economhs
4.10.t. Lrgel (t.9, by r legal erpert]
4,t0.4. Conllict oflntertst (r.&, b,,letal rxpanl
4,10,5. Clin,rit sdencts [m€didnq rur;ery. cr othtr lh.raF$tic irtls]
,L l 0,6" Seriaus rldverre Ev*at Report evaluation including compensati+n
*.10.t, Rlsrarch propecals involving ltem Crtl
4.103, f,*seirch propxals involvl4 l{adieal Dwirer
4.10.9, Rsearch proposills invllvrnS ia ur'tro Dia6nostic Lledical Derrrces

4,11, Requlrtd lrcrs of rcvicw:
4.1i.1, Tha rtltranre 0flrial [a5" by a ctirieian]
4.11.t $rudl dEsl;n (*g', by a clinictanl

4.11.3. Siik$ and btn$E {t.g., by I clinkian, phirnacoto8i$l' le8cl Iotnl
tciendst' lrYPerEor)

4.1 1.4. Subiect inbnnetior
{.I1-5" Conrenl procdure {ed. hf a lryplrc0n]

-31

{,11,6.

R Medica

The iurtilica*on for including minorl or a

informed rorucnL rd wlntrablc population.
drrlu unrble to 6ivc

C
Chat

(pe
Nssut

r5
0tlte

lnlurancc/ rndemniry (e.3, by a le6al crpcrr]
R€lrarals or crrfltlr€n3ari0n for inv€stigltors End rubject

'subirct re(ruitm€0t {e& by r €liolclan)

\ Co\\ege

I'

f
FL

GgBx":$

i

?.0



'. 
REFERENCES

a.lll0. Sultrbiliry of thc invrst[,.to1nd iuFportinB, elrlf {!.8., b/ r
clrniciin)

{'11.11. lwe$ri!iltDr bm$uru [s& by a mrdlcal pirarmrcdsEtrt]
+.ll.lZ.Qralityof the laciEtier (eg; by IECSncrfiary,.

+.12. Trltn dle iltdtridurt to rwte* ii o--ne or rnoft mhe6ori€r urin6 lh€ folluryits
documnrls.
{.121. lE[ tolicy, 50P. Ctrr&liJl, Worlsh.et ard Temdatr"
4.1L2" Apphrable mgulailanr
{.lI"t Apptic*hle glideliner

{"13' l{otify fC Coordinair to *pdate the list of tndividuelc drsisflatc! '-o.tryi9}l'
the namc of the indldduJ.na trc *t"6o.tts on wfrich dre lndividuel her

bren trr i ned.
*.1{ To remore an hdividuatr's d{$l8ne*ton as 'Revieucr' tD rEvlew hu'n3n

ftsearch study:
4-1{'f' Notifi EC f,oordinator to update th' list of lndivtduals' m remove

tlrc nune ofthe indiridurL
i*.1,i.2" lnforn ar" irciuii;;illi ht or she may no longrr revlerr humm

rgeffclr stuily Protocol and other srdrrelated doctments'

Chairperson
lnlernoi 0uolity Assuronre [ell (l0A(]
t\rt\!R l/!D.li.al Colr6oe & u^.-.:.

ill'..'!'lr 'r
Verstln No, .':.t . ,

I



I, PUftPT}SE

2. POUCY

ChairP
lnlcrnol 0uolitY As

t,l. Thls grocdure estahlishet the Pmcers for a de-rlgnatlrg e'Re3ulatory-

Rrvicnrsr' to rttiew study'rdated doflmrnts meaflt fgr dlnical triall of

lnvestigationd narr druS/ biolog[al/ uaccinel mediral device/ cosmstic

for rexulrtorY compllance.
t2- This;;;drire Legins *htn r rtsearch study pro(o(ol subnlued to IEC Lr of

reguletcry mandrted in naturn
ri. Th'ie pto.odutc onds whm the 'f,egulatory R*vtewe/ har completed the

Itvittr or rn irvrrtigafor har withdrown the submissioo'

2.1. As part of lE[ rudew, all dlnlcsl trial protocols, lncluding dtdcal

inveitigation plrn for a rnedica,l device that ir mandated by the rqulatorT
agencyire rtsierued by a dosiSnated 'Regulatory Rellewer' tc:

2.1.1. ldentify nibmisrionswith mi*sing mrterlrl* aspe

?.1-1-1. Schcdulc Y of tlte Drugr & Corm'tl{s Acl 19'tD lnd
Rulc*, t9{5 and rm*ndrnents tlrersafter rcquire cefteia

minimel dorumentr for rtvhrv by IEC' ard ar per

stanrlards laid out for tedl doeurnent

11.L!' ffiSCO'GI? rtguirer f,rnain nlntmel documenu frrr

revitw by lEC, rnd es per stnndards lnid ost for G:rf,h

dorumEnt
?.1'l'3. lndirn Council of i'trdlcal Research (lCt'lR)'National

Ethicnl 6{id€Unes For Bhmcdicel rnd Herlt} Reeearcn

lnvdving Hunun hrUdpantc rtq[lrcs certain minimal

documeitr for revlcw by IEC' ard as per standards leid

out fur each doatment

L1-1.+- Tht study rclettd documtnB to be revie$'ed are;

E'f.f/+,f; dioicel Trlnt Protocou Cllnisol

lnv*dgadon }lanl Clinlrel Pcrformanct
EsdurtloB Plan

L1'L4e tnformed Conrent Dorummt
zr'L*'3' lnwrti*rtotErochurt
2.1.L*"4. Ca* kPort Form

e1.L+5. Sublect 0ierY

2,.1.7.+,6, t{dvertaln6 nutaCul' if rny

2.L?,, ldsttifu and do$mtnt Oc dasminatioru that tht IEC nctdr to

uake ln oldcr to rPPmvc te sercb'

7.1.3. ldentill'anY r€le\':lnt iIterlffiofl 3l requirtments

2.1.4. lrrarge fcr consult.tion by an ertcmal rncrnbel if required to

resolle requlrctttellts thal art hcyond tht rcope of current J

s understrnding.
tdmti$ otber speeial r*vitw issues-

Rcvierr'c/ lhould drxunrerr( findingr on
06J- or cquivalc'nu

Yersion Na ilr rl,,r I ,,

ll | .,iu J'l -l IiJ

MNR Medical Co

0n at metnnEs tEveri

q

\,

of Rr6u latory ComPliancc

Ievifivrr-



z,{. Oirngts Io study p?rsoorel are no{ conidcrcd r modlllcation to pevioudy

appr;Yed rcs. ch when lhr sildy perron$d mfttt the qualllicaUonr

drscrtbed in the ISC appro{sd st{dy.
L5. t{5R-018,

3. nESPfiTISIB]trrY

3.L Thc dc*lg*atcd Bejul*ry llevieuer'arrias out thofs prDrfdsneli

{ TROCEDI'RB

4,1. A shrdy protoml k a dncumenl that d€srribes tle larkground. ntlonalt fst
the rrtrl obiectivc[5], design, meErodolo$I. staai{tical sonslderations.

orgenization d a trial ind othor ittms as €xpected in trppendir X o[ Schedule

Y olthe Orugs * Cormetix Rules erd GCP guidelines.
4,?- The Reguletory Rcvitrrrtr is cxpeebed to rgr{fi' for complianrr n( sudy

rclated documonts tl regulrtionr end Suidelln*s.
43. Designaled Rnlewers try to find ansrrnl to the foltowlng q.uestions Fsm

lhe study protocol:
4,3.1, l{ow tutll tlre knowledgg r.stlt, or outcqme Df the $tudt tonrihute

to }unrn ud*-heit6?
+.J.L1. ltr$#ledge fton $e bssic rcsearct maybenefit
+.t.Lz- A nttu chc*ce of mtthod. drug or der{ct thtt btnenB Ule

subioct duriry th€ study .nd otheri in tlrt future'
i.3,1.3. Prcvide tdsty d*tr or more o:ntpttltive e&oircs.

4.3-?- !flil! dre study d:rlgl he rhL to glv. rn wsfi to the obfectlves?

lVhedler tbe cndpolnts art rppropriatefu selxttd?
*.3.2.1, Tlrc participatlng durrtion of a study p*nicipant is

Dd*quale tr allow suffirjent chugr ir t"hr fidpointr
+3.2,L Th* contnrl arm ls eppropriately selerttd for bs$l

com parison

*3.23, Thl ure of pkrbo is iustilmd becruce there [s r
rsmparabh stendard ofcarc tn dle llrirrker

a-3.?-L The nurnbrr of rtudy ptfiiripantr ilt nolrlreatment {0r
Pheebo) errn k mlnlmhed

4J^z.5. Unbiesad arsignment [e-E., rrndornlerdofi. €tc'] is itt
Prdica

*JJ.6, lnrlusion .nd srclusior crltdlt arc carcfully relect+d io
cllml*eE oonh!nd-Jn6 hcrur: al murt ** pusslble

+32-7. The samplc Eoup sEe approprlite l,Yltb the glven

$iltdcel rr*mPtiols
43J1. Prsdict ble rish are minimized.

"tr.C. fhp resrr rnd pmeedurar lhxt ilrt mue ftan rninimal
risk *e mutiously ured.
Subiact deteprlon is avoldcd1J.2.10.

432-11. tnrtrrtction ord counrling for rtudy :r,: rl , .i I

lncluded tlf netrldl when $ecegtion i! integral
s&dl desiSn.

l.r;r
?.0 l frrrr" t l9 lrt:r llf, .'t Ll l

l:i*ffY[::[:".ltYl
l.:l: r:rl: . .:1'T



.rtt,

4

Do thr sody and tht inlormed constnt poccss includes irru

4.3,:.12. The study prrtirlpants ep adequately assessed and

provrded lollorv-up care ifnerded.
{.3.3. tlrho will be th€ perdtiFnts in the study? Whether

{,3,3,1. The de:crlted populrdrn ir a pproprlete for fire study'

4,33.2- Predicttble vulnerabilities are onsldercd-
4.3.33. lt is vllrl to &nduct *le study it N rulnerable population'

lf not, is there myother wry to get tte study anrr'rrcrs?

{,3,3.1- Thcrr wlll br recondary participanl*
4J.t. Do thc indurkm and crdtsion crlteria

4J'4.1. Selecdwly tncludt parriciparls mort llk€ly Io lerve the

obienve of the studY?

4-3.{.2" [quitaHyindudepartidpafitt?
4"3.{'3. Property e*clude partieipanh who ran PredicEbly

c<nfound the resulls?

'i.3-d.a. Prtperly txrlude p. rticiprnts whn may predirtably be at

incrcasld rlsk in ihe study due to lse*istlng cnndltions

or sircu mstanccs?

{,3,5, Dms drt :tudy deslgn hlve adequate built'in safrguards for ris}s?

{J,s-f. eppropriate screening of potendal partlclPaxtr?

4'351' Use of it stePr,r'ics doec etc,lation Yri$ anilysls of the

resultl hcfon lroctt{ing?
4.1.53- Doe* rhc frequency of visls and biologica! mrnpllngs

redsoruhly monimr the expected eftects?

4.35.4. lr there difined $toFPhS {discontinuatiortJ/ wltfidrawrl
critens lbr Pl.ticr peats with the u'urrening rvndition?

4.3SS- Is there minimiz€d ule of medieation withdrrwrl and

pla*bo wtencvtr Pos*ible?
4,3,36. hfill rtscrt mrdicadons and proctdures be allorryed

tYhtn appmprlete?

{,1,5-7- li ther€ I dcflncd r:lery cqmmitEe tD perform interim
nssetilrl etts, tThen Eppropriate?

{.1.5.fl. b appmprhte follow-up dcsigrrcd into ft€ study? For

lilltanco, SEnt transflr rcsP.rdl may rcquire following

ths partisipinu for yerrr or their entire llf* afur they
receive thr gen* tran$er agtnt'

{.16, ts pre*llnical and,Ior rar$ dtntcal *rldies sufficiently pcrformcd

beforc this rtudY?

4,3.6,1. Tte rnlmal study snd ln vltro refinE relults?
43.6,L Iteetoui dlnlral r!$ults, tldom?
4^3,63. Wh*hr dre propased ttudy is approprlately built ou

thr pre'dlnical and/or sady ctlntcil rcsrlts
'I'he selened doce bared on sltisfactory prior nxults?
Monitoring tc3ts d€rlrnd to detect expected possible

risks snd side effectl?
.6,5.

special
(l0lfi.r.r

euntcttt,:ur-h as:

Waivr:r ur .tlt nrlt ion of con srnt
.. -4-3.?,L Delayed cqnrena {e"8;, emsgency

{.3.7.3. Decsptlon

l- 1i.. -it,.. lj'.

?n

. 'dL7.
Lnatrperson

lnlernol 0uc,lily Assuronre [ell
tulNR |\4orlir. r

I linulry ?G19 , rit 'i ,' i,r I

E

I
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I
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I
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I
I
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+,.t.7,4, Stnsitirr informltion of prrtieiPsnt.c rlat mry requlre ii
mnfi derlilill ty $tst!m8fi t?

lVhat are the benefih ofusing E prrtrculrr $t nderd olcarrl
{.3,8,1, ls thc rlerrdard treatn*nt widelyacceptedl
{,1.8,2, Has eftca{r of th€ reatmenl beeo consirtently provel?
4.3.83. Does tlt* hB*tmenl ,rt Dn lhe hasir mecfi*nism ol the

diselre {vs. sYnPtoms)?
{.3.8.+. Arc nros! {}759{'l cf ths patienB wit}r t}is condition

rPsloEsiTf' lo statdird tltntmer* ilternitivr:i, exEeft

risirtent dr refre(rory rasesl
4.3,8,3. ls the risk of urtng placlbo i*sead of treattnent hie

threatell{rR?
+.3.8.6. ls ths u${ uf a plaeebo rnsrcad oF rfaldird trertment

lilwly to luad to irrer**ible permimnr d*mBBe?

+.3,8.7, Cu the rsl ol ptac*bo irrtend of treltsn€nt lpsd to .n
arutr cmergcrry?

4.3.flS. ls the risk of uring plecebo ,nstead of treltmdlt seY€rc

phyrical discomfort ar Fin?
4.1,8.9. Wlll, ttre di*rontinuation of prerious treaunrrl' Fut the

prrticipant in drnger of acute relapse whm ranst'erred

I0 pla#bof
4.1.8"10. 0oes the protocsl not allow to the pmtorol arm t0 shift

to strndrrd ofcare rrrn lo the eveptofen SAP
4,3.8'11, Arc thtrt no dearly detined rtopping ruler to withdra*

thr subiect before tha idvent of :ellere dista*c

Pmgressiffi?
433.11.1. If dte ansners to the above 11 points rre

true, having a pl*c*io ar a compamtive
arm is not fusti{ied,

43,8,f2, Ooer $e rtqdard dcare tr*atlaenl c.use relterc AE?

{,3.8.1n Does standard beatrnent have contraindicntiont thal
p.event sDmr subieets from bdng treated?

,l.3.8,14. h th€m $obcunrisl {>2596) plac*bo rlspcnso in this
disease ol gymptom?

438.15' Subjegg rrc not crposd to sevPr. or permanent harm

by tht ux o( Placbn
43.8.16. SubJrfti under glortbo w[l bereftt fmm ths overall

trsihieat of tho dkers€'
+3.8.1?. Rbks of the ure of plambc art minimai-

{.3.8.18. Rislc rrtadequatrly dlsdmd ln dre (onsent form.

13,8,1&t lf tie answers to the above 18 ert truq it
b &hied makes *nse of harirtg a plaebo
in n blinded study,

llrJl'()ll. ll

thL

[HSR-306]' to document arY
[tndlngs,

l:,t,.

i l,! J,r'!.ll-l rI

$\{R hO\
E

g€ B
F!

Ch

"'tqrnol0uolily
Assuronte

C.dl, For ioiilal eubmlsslsn:

rpe
and rnodifisstion, fotlor+ both proctdures

d.t.1.1. Ust "WoluGHEff: Reriew of ltetutlmrytil tr4edir:;l ( r'ilrr''r



4.5.

,1,6.

4.f ,

5, REFERfNCES

5.1.
C'

5.3.

giJidetinEf

5,5. HSR-306.

4.1.L l'or a rrcdlflralion ruhrnirtion;
4.1.2.r. Dtt3rminc *hethfr lh€ lobml$nion lnclttdcs infsrmati$n

thai mlght reprcsottt 'Unrntlcipated FroHem lnvotYing

ftirlts to Subierts or 0tfiers', 'Scriour Hon-complienrr'.
and'Continulng Non'eomPliancd.
4,4.2't.I- lf so, alditinnllly protess under 'SOP:

Honaging New Informatlffi t$58'1181.'
1-4-L.2- (hack whethcr consertt docxment belng used are the

currently a pProv*tl versions.

4.1.2'3. Use "WORKIHIET: negutatory Revlewer's Comficntr

{XSR-3061" to updatt 'fteguhtory RtvieC findiags as

nscded,
lF dte sttbmlsslor i, liillt.d tu er updatrd list n' stildy personnel' follonv

"SOP: Mrnaging New lnlormatron (HiR'UBf to notif/ the lFiC rnd ake no

funhcrttiorr-
tf ttre suhmis.tioa is a request to lrrnlfer lhe !tudy to ano0rer l[C, trarufer

the study and fotlow "50ft llanagin[ Nerr trfrmation (HSR-I18)" to nodry

Ihe inv$tlgatar,
If t}e submjssion 15 ! rtfPonte ro rotdltiorellyapprov{d re'earch:

l:7-1- Evaluete rlhetler the rubmitter madi the mquired modilisdonr'

+J,2, If the submltter made the requu;d modltications 16d 1'i nth{r''

follow 'S0P: uanagng li; lnfbrmertun [H5R-118]' to teeomrnrnd

to lEc chair to i$sue an appruv '

1,7.3, e*irg" for mnsulxnon'by rn extern*I. mtmber' it rcquired to

rpsslv* rcquiruments that in belnnd the $coP€ o{ firre[t IEc

mrmlefg undrtta[din!:
t7-4- CoanmunimE with 

-lEt 
f,halr for any potel|llalLy r?solveble

ce{ltingenri€c b rerolw treissues, or wlthdraw the 'suhmixion and

resubmit wtrerr comPlae'

5.11.

Schedulc Y ofthe brd85 & Ccsm?tics Art rgil and Rule$' 1945

iiii*illr"ai rtMeiical Restar* {ICMR}'Nrtionrl .Lttrical 
tiutdeltnes for

ti"-oai."f urU Hcelth f,esearclr lnvolving Human Pyticiq'lnts

;;;];;;;;;il C,{ncil for Harrnenicetiao of Technical Rcquirements for

Phirmaceutirals for lluman Use (lCH) E6(R2]

crffi*i-ru; it"na".a ftntrol tirgrnistion {C.DscoJ f,uidelines for

rir*Ji*i-i-*eardr oRHumansubioas Good clinisl Prartice (GCP)

i.v

ChairPerson
lnlernol 0uolity Assur trnte Ieli ill]'t( )

'r r.-,

llr,, I

MNR ta.
":



I . trlf It PO\t.

I 1, I'lrir lrocnlurr .st;rhlish*s tl* ftret {rrr lrvir,lyrxll rrsr,;rrth rrudy prof,ilrll,
l]d!'mrnl rlf r{urtrrr tnd ttt:'ult$nt frec,

l,l, Tlre lec* ilrs dtflrrrnl {tr ilr!*rlry.sptnrrrr*l ;n* attdrnir rtrrln:.
1..'1, The lees are tewfw(,d ott a ttvo.vearlv h*srs.

2. FOUff

l.

21. Tlre fre-t rhrqrd rrprrlcnl only pertial rerlyrry al the tottl cosr ol
prrvidanE *thL(*l anrl gnrern;rnce ocerrighf.

RESP0FS|EtuTy

3.1" The EC Coordinrtor ctll.ctr tte fuer fronr slbrnrtting lrw€stigpror .tther
through chrque. dgmand drrft, orollinc Ftnrfrr.

3.2, N o cash prj.rnalts arr rcrrptaHe
3'3. Fees lru gryable at t}e titue uf r[bmis3lo{ md {re ron-fffufidnble.
3.'!. Tbr Ef eoordlngtsr iJ3urs rhr rlcliF fur thr ftt aftff rcehrrtion, in ttr.

name oft P spohsor,
3'5, The EC ehairreserveg tts ri6ht to !rrb. off'rwiilr feec'
3-6. The lrqof qf pafmert {chequa online trrnsfer) is rubm'it&d alont uitt $e

rpplication furm TEMPLATE: Appucaticn Fonn for Edrical Clenra n4r for
Reseerdr l*voMng Hurnan tbrddpents (HSR-41]5}.

+. PROCEOURE

4,1- 'fhc ann{d frrs utll !e asfollowsr
.t.1,1" Piarmrceutical romFany'slon!tred r$dlt

4.LLL Phxe 1 $irst in hunran) Cllokal Trial: Lt 1$0n00 or
u$ 1500

*.1,1.2. Ph*e? &3CllnicalTrid: Ar.75O00 orUSf 1200

4.1,13. Phass,[ Oinicrl Trial: Rr 50.000 or l]sl 1000

+.1,L4. Fosr'He*etirf $urvetlhc*: Rs. 40,000 or US$ B0!
4.1.15, Ob,sereidotrnlstudy-Rr.80,000orISS500
{.f.L6. Amendmentr or addition of rub=tudicr to lnlals aftct

ltritnl IEG apflror'el: ts. 10.000 for eath am*trdment

t 1,2, Co$tminentor lnstitutiol leollaboratjve ErcupJ sponsored study:

4,r,3

ChairPerson
lnlernol 0uolity Asuronre (el

lvi l'' R r '^-r'' - ' -

dl,ef- Ptae I tn 4 Cllrdcal Triah ilit
L1.L2. 0b*rvodond studY - Nil
4.1-L3. AmmdmenB sr addttton o[ sub'studiei to trials afur N .
. initial tEC rpprouel: Ntl Cflli\r,,,

(vestigrtor-initiated srudy 'n /\ -..-t-r.tr. Oinical Trirl fur appmved lffcatilllional produc, dau 
-.619?tu*6osYi-

xrr to h€ submitGd to (DSOO or lo Pharmaceutilt\N.lrreoEli 't'
Conprny, hrnded by Organlsarionj t{il --6FLvjo1'cN*'

r ,ih[EJ. Researr:h prolm (aradtmic studies): ..{G$o."o!pst 
-

I uur" ' 4.r.3,2.1. Funded by orga ni$tion: Ntl 5"c\1

{-l-3.2"2. Funded by Gorreruhlnl funds: llll

I
li...ir, Pri;r

z0 ,.r,, :_,,, : ,.
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5. REIEREI.JCES

5,1, None

4"1.3'2.3- Dirseilatlon ttesis: !l Il

4,1.3.2,+. imerdments or addltiun uf suh'rtudicr to
trids lftrr initial IEC approva[ fill

ilJ. ?ht anrual hts ryill bt paid r+lthh ont nonti before uplry o{ approral, lf
the rrudy B crntin*i*g

t1.3, Appllcetle tarer arr additinnrl-
tL.1, The fee indrdcs adminaitrutfuc cfiarge*
{.S. Fee* rrr pryatrle in full rt tfte fitlreof thc initial rubm8shn ofa rtudy'
4.6. Ftet are oon'refuodablc after 'Declgnated hcvltttel ud/or IEC rwiew har

hkrn placs
+.?" A rewipt of fel rrrill b+ lsrucd wirtin EBreil ratendar diys oF IEC rerlet"'

hori$onnl recetpr w[l bt irsurd on mqtlest if requir*d errlier, on Miln'Mfi
IDC le&er Herd

.t*. The payh.nt is madc in tte name of 'Ml{R'Mcdtctl Colk6e &. X"rytP]'
pEruirti nr Sangartddg Brnk tlrnur HDf(; Branrh: Srnpreddl IFSCI

H Dtt0000Bl 3; irtount t{umbrn 5020U{!07005509-
{.9. The PeilBnent Accs{rtt Ntr mbtr {tnome Tor) is
{.10' The EC Coordinrtor meinails fte tncome and expenses cI rhis aacount iY'th

orelslshtbyOrEari!.tiqn Finam€ Conrollor.rld IEf, Clalr/ IEC Stmertsry'

4.11. All aperuis rcquind b,y lE( are borne hom ttis accounl lf ro funds 3re

atilalle, funds arc btrmY'ed fiom lhc (kBarisatloD and to be rft{rned'
when fultds rvrllabls.

4.12, Etpenroe tre for trrnssorEtton, mttl1 trainina. ard or[gnt$ng meerings Do

p.omot. ra'tsrth ond cducatlou
{,13. Alt ltEndinS IEC rocmbers arr compcruated for thcir time, e'fforts' rnd

experd...............re

,L13.1. Srteafltl Exmbe$i R5. 250il ptr afieedn& irrcrpcctive of typc and

fumbtr of Propdcals.
4.13.2. lntnntal membs'$ lium 0r6anr;rtion: [s' 1000 Per mefling"

irr*spective ol t1rye lnd mrnbtr of pmporah

I

I

1

I

I

r

M
;.1r,., 1',r:.r:

t ,''], la{e :;r :,

. 9l?ill3.l?.? l"u,,n ,', r
lnlernoltl"'
Mitr



I ptTRPOSE

1.1. ?htr procedure eitahlfuhri tllc pracess to prcp,ffe ltr r scheduled ltiC
mf,frln6.

L2. ltk protedure begins when fieeting pmp rsrion, including finaliration ot
drte o{ meding comnetloef,.

1.3. This prctedurp ends wlren IEC nrembers attending the rnecting have bcen
natlfled ofthr ugend: aurl thrir agsignmr*t$.

Z. POLICY

3.1, MilR-l'l{ IEC dors not place limits on the number oliterns cr the agenda.

3. RESPOilSIBTLITY

3,1. IEC Secr*tary and Sfaff IFJ Coordinaror] carry out rhese procedu re$.

{, PROCEDURE

Corrfirm having retcirc.d all application I'orrns for revierv along ivirh copier
af srudyrelatcd doeurnentr. ln'/estigators [o ure TBtf [ATE: Appllcation
Form ior lilhical Clearance for fiescarch ln,rolving ]lutnan P;tticipa$ts [HSR-
4u.51.

Confirm rrhich IEC memberr {lliC Chair/ l[C Vis*-{hair, IEC Srtretary and
rther re4ular and alternate memtrers] vdll he presERt at !he mfftir&
Frep.rre an agenda. Usc'TEMPI-IITE: Meeling Agcnda (H5R.,{06)'.
Check how meny cf the submitting investjgitors have paid t}a r*quirod fee
ior revie.n ol propotal.
Fo rar,ard the srudy related docunxnts l'r atl the I EC memberr
fulsurr: drat all IEC rrcnlbers lrc pt'uvllcd or hivE .rccr5: ts the r*aterials ul
-PoLtCYr nxpefrifiinsTilm*r Ef MEmber;r ForTevi efr o1-Hei'FiitliTtudy
Frjor to MeeilnE tH$A"0fB)" -' i i.l ',,. r '. : r f:r i:l :,,-r l' l, r'',' I g unless an
exceprlon ir appnoved by the IEC Orairl.

4,7. Encure that the rEvlelerr wilh relevant sckrtlfirlccholady s(per{s€ ttrill use
"WoRKslltFf: 5()P: HSR-306. HSn-307. HSR-3m, }lsR-3ro end HSR-311"

end b€ Prerenl
4.?.1. lf on IEC member with relemnt crlenttfit/scholarly experrl:e is not

;vaililill. foll ow'soP: Iffi ffi irf tfn s u I t iitiii-tfi 3;b-k.i ],rrtur
fiurn sn External lndlvidurl/ Atenry {HSR.113}' to rrbnin a
gofi sultanv subJect matter expertise,

4.8. Use "W0[ffitlEET: Quorum {!11R.313]' to ensure rhat tlte meettng wilt be

appropriatc Jy convened
4.9- lf t}e

to rneet

lnternol 0uoli irsrumut Ie

,...'

,: r.

ty

*.

lirnkrn .r{ rr i:t:'r.r.',-f',i. -,::1,

LO ,,, ,,.l 'l') L;,, -i'i . .1.';

MNR Medic I I j Sthedo,.r inotlr.:r m(4ttn8.

will nfi meet lhe qunrum re.qulrcment[. rnake arrangements
rsquir€menls (*9., *ftange fur altcraal* lEC rnembsrs to

notllird by the EC Csordlnrtor that



REfT*EIICXS

5-1- Schedule Y of tle llrugr & (hsmetits Act, l9'f0 end tulee, 1945 ard

5.?.
5-3.

5"4.

5.5.

I! "r'" r'

Lt

ffil'l',i'l?:?'u,'^"

w
,-'::-t'{.:}::l$

**e*o.l'-",1\"'s"
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l.l. This pro{edure exlrhlishcs the procrss to reviervf ronduct an lliC mcutin6
for rexorch study protocols r.hir rtlquire rrllulatory rpproval'

1-?- This procurlure btgins when the merting is ralled rn orrlpr.
I .3. '['his procedurr *rrdr when the mee {[ng is rtlioururd,

z. POUCY

I'1. The opiniolt must bt glven rvithin s€rysn mlffdar dayr of rxeipr of a rrild
apdiratior.

?.2. IEC mily make x sanglc reqnert {or further inlormation during the revieu -
th€ dork stops unfil tfils k ricElwil

?,3. Tha lf,( lleeting Chrlr lr rtrpon*ible to;
23.1. ked thc IEC roeeting
2,3.2- Facilit te IEC revlelY
23.3. Ensra tlis SoP ls lbllowed
2i.1 Monibrthc IECI dffisions formnsistEncy
23.5. tnzure thet IEC members art fiee b participate [n discussions
2-3-6, [nsurt that IEC members atEndlnr by teleconference can activdy

and cqurlly participare in all dircussions
2"3.1, llote,$ ah IEC rnember

2,4. The IEC ltleeting Ctairis expe*ed to:
a{,1, }lelp IEC memhers maet their r*Fecutlons In "PDUCY: ExPccmtions

of IEC Members lT€nns uf Reference] (ll5R'004.'
L{.1- fincour:ge IEC membllr tor

Z+:2,-r. Adcquertlott.s'
L42.X. Speak their nrlndr rt every protocsl rwle!,
2.4L1. $hart icformrllon thrt has not been disru$sed-

t{l+. Lirten end le.lrn fron $: group,

t,4r-5. f,erpcctdls*'ntingopinionr
1+:-6. 'I'hlnk and roe iodepetdettly.

e+"3. iitcntorlnd 6uide IEC mcmherr tu use tie $it€ria fur apgroval byt

2.{3.I. Facilitatin; IIC nremberr' urderslanding of tho reseerch

to thc drgrre sumrhnr to rpply the critcrir for rPprwal.
Z.*sJ. Havlu IEC mamb€rs Yolct Gollf,ernf, problrms' ard

rpsommc[ded chan*e$ io lhc cntedr for spFo'val.

2.1.33' obtaintry assistanm wften the tF[ rumhtru art
umerEin on $omc i*r$s.

2.13,4, Trktng voter on &e aitsion fcr rpprcvel tfiat ic the
basi* fur nonrroYgrtyr if rfier nllllclellt discusion a

controt rfied lssuc r:nr nr unra*qlvad

2.+-1. EnouraS+ IEC mcmbcr r:npgeo:nt byr

,.4.*.1. Eeinforciug IEC mcmber e*pcctation*

,L4fi. fnroumslag IEC member to ute tttelr unjgue

0t)
psrspectiyE tr, c0nlrlbutt to IEC dellhrario*r.
Providing rerognition ald pmisE to IEC members-

f,aring about mch IEC member as t per.rorl
7.+.*.1.
2.+-4.4.

Intern

ch
ol0uol

al
ilv

rpers
Assuron

(l0At)

'' t"u'-
,1: sl I ir-l: ,.,-.,, r .1'r l ll.r"-l

t\4NR l\ned

bn
re (ell

11,'-,

t

l. PUnPOST
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tl

1.4.a.5. Encoura;ing lfif, mcrnber* fo dtlltlop in tlrlr reyisw
5*llls'

Z*.{.6, fnsrring the opinions oI lfit members corrnt
L4-+.1, (ommunlc.tln* the mirsion of tir lt{Hf,-lilC IEC to

Frottr{t suble05.
ff. lm members ,re to krow the dellnltlon of Cunflktlng lnteresr and sdf-

identify dreir confl fciing lnteffrtr,
16. Thc IEC Mcctin; Chrir mqy determirr thal r.rlain lEf, mtmbcrs lrnve wtin6

st trrs dnd othtrrT have rton-vBlint stitl}5,
8.6,L The number 0f ltC memberc wlfi wtltlg stams is n{,t trcatcr thetl

tte number of re6ullr IEC mrn:berr on tlrc IEC msts"
?,6.2. Ail IEC memben have vsdng rishts
Iil, EC rmrdinatordocg not h{ve eny voting nB}ts
2,t,1, lnvited Cons:ltr[ti ftry *ctlrote.

?,7. Ad hoc ru bsEt$ter nray rot sErre as IEC ffambffs'
2.8. Aktnt IEC rrcrnbrrs rnay rubmit ryrifttn ronrn€ntr, but may trot Yse.

29, Observam may anerd mcctlngs. buc
2.9.L Mrymt pafictpitc tn IEC dcliicndonr unless requated by rht IEC

tosenemaconsullant
2.3,?. lilayno!vott
LgJ. Hffit afeeto miinbdn thc (onfidenlidityof$e lgc proraedin3s, 

.

L!0. ltlhea r protocol ir ambiguour. the lE{ m*y resotne the ambiguity by

obtrining wri$E I tnformrti'rn fmm he rponsor $rorgh insettigator.ln
advrncp tf tho nreothg as rn rlternltivc lLo cor:tingert approval. IEC

mernbers mu5t be made awarc of drlc lnformation, either verhlly or in
wrltlng,

3. Rf,St'ONSlll!!.lTY

'l_tt.

3,1, The lE( Meoting Ehdr carfies otil tht*c pmctdnre*"

Pf,OCEI}IIff

{-1. EC f,oordinrtor nill ugc TEHPLJ\TEr lrlcc{ing Ag€nda tHSF"l06l" in

PrePrratlon of Bre mettin6.

+.2. Cdl fti mes0n8 to order'

i.i. ffl. IEC ietreirf wiu use 'TtrttrlFl"{Th Atrf,ndamt slrea [HsR-40ff fur

recording ailendalce.
+.+. fSt whdrer atrlotre has r '(onflirtittg loter*/ rtltttd to any a;enda irrn'

Use TElrlPl.ATf,: {onfitdof htfftrt Form t]tSF40Zl" t0 asscsc cmlli&

,1.

Ch

lnlenrolOuo\itY

r.nt,!R lrledi

Vcr5bn llq
n:i .l l:l 1IZS

4.5. Fon e*ch xudY
4.5.r. Derignated IEC mcmbels murt follow in 'PrOLt CY; Expectations frnm

Me ntl.:ert' For Bevierv of Rcscar(h Srudy ltior to llcctlng (llSR-

r7I
therr nrB indlvtduals (either IEC memhtrr or conlulhnts] u'ith r

f-tlt
conflicting
LtSl)r.

intere$ relat*d tr} ar sgendl item:

[f,C Chair mayask questions +\,'
C

Assurnttte .,,453J
ol thosr i rrrlr.'i;1...r :,.

lf physicauy prtsent ask those :nrhr,liurli tn
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45.5?7.
4.5.5.:.11,

I !.i ,l :r

.1 5.:, I : :-r

+.5.5-3.

4.i,L3, ll pr(:ir'fl| lty lr!:nxtliren(c' tel thi lonfrrl'nrt

ttlcphonr filltlllll)cnt tl, hlucl nrrn'lnuririrttrtni or agk

tllt' lllcmln:l t.t lFiv|: the nlll durin* l}B rtfiflw'

Tirke nn artion nn lhe itrrr t/Jhfn notlrcd lhat qunnlm n]{ urr':rll*nts

i't nol mrtl or rvllrn lhf rn it ilEUlfari.:nt tlmt''

4,5.:J.1, Movt llte ilenr l} lnother ntre(inE-

lfont or r:tnre tonsullnnrli lro involvrd'

4,5,{,1, In lornr lhr I li{ rnrnthers of rny Eonflirtjflg lnlererl

4.5,4"1. H;tv* thost' llrr:tr:ht at th( mreiinSs d]gfttsr lhtir

Irntlrngs"

lhve tht Desitaatcd ficviewcr{sJ dlscuss tht rritntiiie/seholarly

rrvietv,
4,5.5,1. llevrcw relev;rtit findrngs of 'Regulr(ory llrviewsr"
,15.5.1. ln gtntral. all IEC memhers rvlli disruss fie fallowinS:

f,elerrance oftrirl
Sudydedgn
nid(r lrd hncfllr
Eeefuttme nt Putcdurtr
(ommt procedurt
The lustifrotion for mcludlng rninoru or

aduls unaHe m give lnformed consent or

vulaereHe PoPuletion
Insuranee/ indcrnnltY
f,rwards or compenration fur

invocrlgdors and sublects
CodldmtialitY and dnta Prmection
BEir. tloD and future uses of tissue

ChairPerson
lnlernol 0utrlity Assuronte (ell (l0lrf'

sarnpler . Sl[l,studics [t.9.. 6eneacs)

45.5,2.1l Srdj*Uon€rFosute
.ti.5.2.f Z, {rrangernertts fur notiryirg rrak?holders

{5.5.?.13. (riteria for lubiert withdranral

45.5.2.u. (riteria for early t(rminiltion
f5.5. ?,t5. oatr monitorlng errergpmefit$

f5.8.2,16 Exlt strrtegies - mntlnutd cane of sutrie&s

ouuide dlo tri.l.
.i5.5,2.17. fuHlcatlon/disscmrnalion of regults

45.5.2.18, Sdcrcerof[unding
45,5.2.19. 5{itshility 0F lhe lnYelitillator and

supfortlry staff

45.5,22(t Qualityo{tbt,acilities
Por a rwiflv rBlarad to nn 'UniRtlclpeted Probletn

tnvdving Rlsks to Suhlects or {hhers,' 'Serious ltlon-

sqmplianre,' &ndnulng ilon-compllante,' led thr l[C
membcrs thmugh a disarcdcn of "lfORl$HtFf:
Hrm3inB t{tt# Informatlon tllSR-30?),"

i.r.;r
r.l '' I lI Jrnrl!{i t0t!

ll!,L!,,- r I ' I r ' , : . i l : l l , l rlll'rrlrl:- '' Il'.,r1'i ILJi,:''r'rt-: r' llt ',r'r'l '

|r, xllr,.t i;i ' r,,r . .:r:lrlr, l' .r, :l : r.,l 'r, 
,l.rl -r:l r:, : t rl -,r.rrr r"' i'

l- ll: -' ;s -r.1 ,1
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"1. i. i,.

,rJ.S..,r. Ledd fic l[[ thrcugh c disorsion of the chltria in
applir.hk w.rrtdltrts,

Make f, mllsfl for one oli thn folloHlns:
45.6,1. 'Appruve"r Whtn the IEC determrner thrt rhE inistl,

tonsuulng, or m0dificnti0n sqbmbstDn meet$ lhe
criterir for aFprwrl.
{-sj.t.r- For lnitirl rnd cffitinulng rcvierv. incllde

in thE m6thr the period of appovel (mt
lo exceed on+ yeet] lnd the level of rirl
{mlnimal rilk ar grtater thtn rlriftitllil
fish).

45-fr.I- '*:ndnlondly Approve': trrtm &e IEC delermire$ thnt
tte lnitlEl, (oiltinuing,. or mo{if}ration $lbmisslon wi}l
rnest thc rriteril for a$rovel with mlnor sr
alnini$trrtile (hengas or rtquirements thrt ran be

rtrified vithort considedng tho crilerit for approval-3

{.5J.21. For lrltirl urd ontirtuing rcview. indude
irr tht rnotlon the p+riod o[ approval {not
lo excE d oru yrar) and tic lercl of risk

{mlnjmat risk or 6rmter than minintal

",,.r,,,,r, ,,,." {re IEC's requtFed

nodifi cdions and mosons.

'Dder': lffhen the IEC determiner that lhe initial.
rortinuir.g or modificabon submission does not mctt
the rritsrir for rppr.ovr! and also does not meet L\e

ffiteria for' Disrpprove,",
4,5.6.3.1- Summaricc &c IEC's r[asons ald

retornmendaliras, lf anY,

"llisrpproYe": The iniual er]nlinu.ing or mo incatii:n
$rbmtsslon does not meet &e criterlt for opproral and

the l[C cousiders ths rnSe*rqh td haus erte siv€

defniencies
{JJ,{l. Summarke th* tEC's nersont and

reco{nm?ndstitirs, lf any.

Suspendl: Mren thr lK dstermincr fret brsed on new
itrtranffirix tha prevloudy rppr'oved rwtarch no longer

olerl' ihc rdttria for eppruval, but some rssqarEh

rcdvides mret Oe rrl*r{t fur approvaL or t}e IEC has

rffurunmdation thil Elay mtk! the reso{rai meet the

criterir lor apProval'
{5.6.5.1, lndude in tte motion Which rc*:rch

45.6.3.

{5"6-{.

4.5.6,5.

c
lnlernol 0r

MNo t'

Urr.ir:r: tl:'. .t . :l .: t.

I lrnrlrry 10lg I



1l ,l r' i ,i,r.tr,l

tnclude in the motion: Stop all rcsearch
procdurer [except 15 noled helow) and
$op €ntollmcnt

45.6"5.3. lf stopping rcsearth w l rdvetscly rlfcct
the best interests of rurrently enroll*d
zubleets. include in the motlon: t4'hich
sutrieetr ran continuc end lthat
Frca€dur€r can be perfornred

4.3,6,5A. Leed thc IEC members throuEh .
dls(usslon of "W0RKSHEET: Managing
Hew lnformrtlon (HSR'302[ rr contider
additional actlons,

45.6.5'5. Summarize lECs re:t5ons and
rerommendatlons.

/t 5,&6. -ferminate': When thc IEC d*termlnes that based on
new infsrmltion tte prevtously approved rEstarcft no
lor6er mecti t}c cr{teria for approvll lnd t}rp IEC has no
resnmmsndations to heke thc tes*irrch approvablc'
+.5,6.6.1. Lcad the IEC membcrs through a

discu5sion af "\ToRl{StlEET: Ncw
tnfcrmation [l{sR'3oz]- to considsr
additlonal actions.

1.*6.6.?. Summarize the lECt retrons'
+.5.67 - " Accept/ icknowledge': The spor$or and the

investlgptor raquare an aftrmatlve reply ifl response ta
submlned meterials but en acdon ol -Apprrve' is not
aPPlirablc

*.5,7, Ensure that the EC Cqordtnator/ ttaff tahing minutrs h*s recorded
rht IEC's afiIr:ns. requlred msdi,icatiolli. reasonsr

recornmendetlons, deterhlfta ons, lnd findings on "TEMPI,ATE:

tr{inurcr of the Mceting IHSR'408)".
4.54. Call for a votc of lEC members 'For." "Against - or "Abslalnlnt"' lf

mtrre than half the IHC members pre$er! vot€s 'For,' the motion i5
ePPrcvad.
+i,Ar. A tis vcte to eppro'vt a motiot for "Approve" or

'Condlionelly ApprcvC Is considered to bu an IEC

desitior of'D.fGr.'
4.49. Summrrize lECs rofiisnsus.
il,s.t0. The tEC mty declde to rsver're its spproval on a study in the cvtnt ol

r€{eMnt Informaltor thet may ddversely affe{t the benefiVrlsk
rjodo.

4.5.I1. Have individuals wlth e conflicting intenPst reioin the meeting"

{-6. Adjourn the meeting when there is no further business alr $hen notifi ed by

thr tlC nator thar quorum for all remaining agenda items cannot be

lf thtre are remaining agenda items, move them to anothcr meetin& \$!,-
luwlclpsl lnyestiEator" UEe "TEMPLATE IEC Decision *"it*llital;0, 

1
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*ET'L:NEHCT,S

5,1. Srhrd {Yilllhf l.lfri:ir ii {:.,lrn,ia.:! jlr't, l4,r,l{l rHll r}li::;, lil4i
5,1. {*ntrul []rrrgs Slrrlt:rrrl (:rriilrul {}qprrirrtirrl {(;ll5l,I}} liErirlt'iiri*r lr,r

Iti*t*rrtiral firs*;rrrL rln llr.flxn lulrjrrrri {i{rnd Clintrll fr*r.lirr l{ir;l'}
guidr{inrs

5 3. lnrtisn ftrurril of [tltlic;rl llsr;rrth { l(]*llt }- H;rt irnr I tithirul {iuidetixlr llrr
'll 
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T. PURPOSI

t.I. Thls procedurc $tlblishes the promss to monitor an
quorum and exper|ile.

l-2- This procedurt bcgins whm the meeting k eelled to order.
1,3. This pmctdure cnds whon tha meetin6is adlourn*i.

ll l' n rt. ri t;: il ir ,:

I, POLICY

aI' for a review al each protccol, the quorum of MNI-MC lE[ should be at leist
five ntembers with the lollowiry reprtstrfietiorsr
2.f.L Basic tlledlral seiennst (pr*fenhly rnedlcal ptarmacologist],
7.1-7- Clinician. prefembly intornel medicine
2.lJ. l*gal erpe*
2.1.1. Social scientisr/ rrpmrenfstlsn of ncn-ggvcmmrnktl volunury

agenry / phllorophtr /cthlcl$/ rhGologt.n or $nihr pBrs{,n

Z,l.S layperson tom the ,:ommuniry,

]. RESPONSIBII,:TY

3.1. EC Cnordinf,tor cerri?s out thr* proredurr(r).

d- PROEEDUXE

{,1. Use tr/0R}(5HEEI: Quorum tHSf-313)' to detrrnri*c whrtie r t}e meeting
ls aPpropflscly oonYend:
4.1"1" Beforethe tnoeting is €lled to crder
{^f.L Before ead! study wittr sperial quorum nequirementi is rc'rlerved

4.1.X When rnemb€r$ lrarr* he meeting fur any rearon'
4"2, When rvaluating quorum d.rr nol (ount IEC mtmhers wi$ a conllicting

in(or€iL
*.3, Notifo tha IEC Mettlng, Chrirwhen quorurn ruqulrtmrn$ are noa mei
,i.{. For rgulamrl-nanda:sd regterch rtudies, Ere meetlng *ould be

postpontd" lf a quorum ir not rtoched'

S, REFCNENIES

S.1. Scheduh Y olthe Drugs & Coametlcs Act l9{0 and [ules, 1945

5.1. Centrat Drugs $uadard Conrrol 0rgsnisation ([DSCO] Cuidclines for
Biomedicel Researuh on lluman Subitcts Cmd Clinicd Prrctic+ [0CP)
guid elines

5"3, lndtm f,ouncil of Mtdicel Re",iearch (tcMRl.Nattond Ethicel Guideljnes for

Biomtdlcal and Ilealth f,crear,ch I nvolving Human Pardclpants

5.{. The lnurnatlorcl Council lor Hrrmunilatiur of Tffhniral Requircmcnr for
for Human ttsc (liH) L6{R:l).

13
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I, PURPOSE

l 1 'l lrr 1:l::,.r,rlt,rl ,''.t,ti lr'; .1 1ll,l l.,tt:t't':,r ;r-:r'l:ii.lli tlllll';.
l.: ll.r.; 1,,-,, -,ir,r,-,i:,.,trr,. v,i',,ti lltr: r '-'r'rrr'il t. r rll,tl lltr'-,
'1..i. llrr l't .,,-'.:tlr.rr',-':rrls'.rlrt';: IiL: :t: t L-lt':',ttl l:.r,tl.zi:ti-

7,. POLICY

2.1. Nons

3. RESPONSIBILITY

3'l' rif, coordinatsr or nny IEC rnember designat€d by the l[c Meeting charr

carry aut thtse pf$fedures,

+, PNOCEDIIRE

,t.1. U:e the'TEI{PLATE: Attrndrn(t Shcit (llSR-{$71'to rxord attendance'
it.I' Use tht 'TEMPI.riTII: Minur* of thc ilcedng {H5B'4081" to rEcord minutss'
,1.3. Record at the begtnntng ofSrc minutes:

t,S.L 'lilembets Prtsent'': Record the followlng lnformation on IEC

mellrbcrs Pt€tent at any timt durlng the meetint and having vofing

ststtus ilt least once du ring *e meltln8s:
43-f.1. Hame.
43-1-2- Statr$
4J.fi, ltthether tle IEC mrmber isin alterlale or r'e8ubr

1,g.1,4, Wbethar th* IEC m;mber rttended by telronftrence'
.{J,e,'Oth:r:Prt*tnfrRecnrdthcfollorrlaglnformationonindividurls

pferen( at any time rluring the mcetln8 wht never havc wttng

t!e!r5:l
+3.X1. llnmt'
+J.e.z' Role

,l-,{- Record til;td number of re#l:r membcrs oll the eurrent IEC rost*r and-- 
tilnumber of membor rtqilirtd fol a quorum6'

4.S. lf IEC memberg at€ prcrerr hy t*loconfeme' indicate whttlrsr they

rcc.lvf,d rJI prrdnetrt mrt*rtal bdore the meedng and wrn ahle to atdwly

and qually parridPrte in rll dtu(urrlont

+.4 ntcori Uri lrme the metrlng ls called to otdt
;:; ii;;;;rrrily of tlre"dlsclrslon of ttem: unrelated to thc rt'view o{

4_8.

Cha
lnternol0uoli

''-,i,.1,,r 'l.rl
Vcrrioa No.

: l',,.,.:r !:.:,riri

MNR Medical
rAr
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.lrl'

.1 ri. I

1t'

I.i ,

l.l l.

4,tl"ll.

rurlll ir': iI!E inl crc',1

llrflrrrl rl|lrv,tnl allli]rnrij,t lo n ht|ltl thc rlturrth:
{.it.z.t. 'rirk
,1.&2.I. l'rittrlp:rlintt'slifiJlor
4Jl?.3. lli{l rlPproval nurtther
t,tl?.+. Itrotruulnttmlx'r
{.8.2.S. Sturly title
i-8.2.6' tloru ntt'ul* rcvi+wr:d
WIcrt nrrderl fnr rlirrily, urtnlttJrtrt prrl'irtus lI'i(:ctlonr
ll Jny it(xl is not lt-tcd uptttt. rrtu tl the reasont'

l[;r L$rls lt n( prrrtirt(xl rn oral rcport, summlrite lhc key

inIfi rmoLitxi f rovldcd.
lf th.:rc $'tre any contrwcrla'd issues {lEC memb+rs expressed a

drlTcrcnr'r' of opinitll]. rummarlzt the isiuc, labtl ar a c0nlrr*'ctred

is*ur, rnd runrmarizs th* rulolu!inn, if any,

+.8-6.1. lfthelc rttrt no ronlrovcrled issutai' reffird this'

Rerord rht rnotron.
+.&Ll. For n moiiorl of -Appnrve' or "Cunditionolly 'lpprrrve'

rElatcd to in initjil or ccnfinuing rerier subrnission

record:
{.8.7.1,1. The aPProval Priod
4-*.7.1,2. tVlrether *re rlsk i5 ''tiittirilil l{iqk' or

Ertatcr than't'linimai Risk''

't-8-7"1.3, An!' reqrired rhecklirt determinarions

llrurg lei{h rtLrdy'rpr*-ifiriindings
suppo rting tho$r determ inatlong

4.A.7-2. For a motion of 'eouditionally Approved" tecord the

lEC"s modifiratluns rcquircd to Je(ure apprcvai und the

reasons for rose ]0dlftcJtions-

+.{L7 3. Fhr a rnotion of'0efer' recsrd the IEC's rersons and

rccommondations,
{.&7.4, For r rnotjon ol'0isa Jr'pruvr" record rht lfiC's rea$'oni'

+,&7.5. For ,r molion of "$uspcnd' reord the spfiific ndivitics
:rspcndtd lnd the lE('s recommendatiQns, if any'

*.&7.&. Fnr a mollon of 'U{t Suspnsion," nn nrher lnftrrngtion

6s6j5 to be rctord*d,

{.1L7.7. For a motion of-t'crnrinald record the IEC's reasons'

Rpr:utd drt r'{rtc a$ th€ nrlmt crs:

4-S-8.1. "For': YotinS [ot' the motion'

{,8.8.2. 'Againsf : Voring agiinst the motton

{,8,S.}. 'ALstarned 'llotirg": Present fbr the rotu, but mtt toring

'For' or 'Agitnsl"
{JL8.+. "Absent': Nr:}t Presdnt lor relsons fiher tfiin a

AI

\nterno\

: , 'tr
, , 'rn :1" - i.l: '!

rN4N
l.rr,

l',.t:''
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5. RETE*E}ICB

5.1. HSR

chairPerson
(e!e\\ (\0I('

r\1 hssuron

t,8.B.*. f. hmord thr names ol absent members
(rnembers ln afiendanec nt tfie tnrgUrt,
but.h*fit hom the room lorthewte]

{.Cs'5. 'Rqurtd": Not prwcnt for disrussion and voting due to
a cl)niil*ing intrreBt
4,8,8'5.1. Record the name* of rucurpd memhe*

{,S,&6- l{on.Uoting Stetus: PrrsEot ar the 
'Irerting 

but not ln
wting ct3tus {in voting tfatus for *ome ltcm! but not in
votin6 strtus for all lums)
4.8,8.5"1. Hreord the names of member! pneienr tn

4r. Re<ord $e rime rlre metins isadfil]ffil-* 
**t

4'1S- Frovide the mlnubs to thr.lEC ltir*ing Cheir for r€vlew nnd rpproeil. rnd
providr to dre IEC rs an informadon lt?m.

| ]1. ltwlte aproved mlnures tp the IEC Herthg Chrlr tor :ignature.
4.12. Tht Workrhtets end Checkllsis mailred ociordlngly to be stored wirh rhe

tnirutes for the appticeblc review.

l' r,'i,'ttic:'\ $I'Hon ilo' l"l , tL,. . :i ri, Prp
Ltl 1 l.tl:rry }}l, r' | ,1.: ,l ., i

\t{
M

*xs'ti[ti["U;s";l-



llllR lradlol Eoll.rr & uEptt.| tu{ruxi d fithi.r cdlliln r ^ ,o]

l. PURposE

country.
r,lt.L

1.2-1.2

l.2,i.3.

l '1' Thts proredum estabilsh.er tl! lrro$s t0 rcview research rher is not s$biecrto reBulatory approral by. CDscO, but *hid p;;-nu an oppo*uniry oo,n|:rrt n9, pre?ent, or rlleviare 
" 
r..iri;;;;'1.. urfu*ng rhe heatrh ory:?T ,f the sociery in.grneral, exccpt in pr"g;*, womea, Ieruses or

.t ., neo6teg yslneffile poprhtlon, or in gril.t i. Fati"n;,r'.. une or more of the following live categories ,ra .ra*pt hom approrral byClSf0. lrrespeaivr of rhe ,qrir""*ni oil-cisio ,o'ipproru x:ch studics,
P,ai*.::tj: rcqujred-for au stuuier rrraire[urrl ilran suulects.t...t. Ar.dcmlc Olnica! $tudy Heans I dinical sfudy conrluaed for rn

ecadrmlc_ purpose on a medlcal dMce. including in yjtro diagnostic
kits or pharmrceutiral for apprr:red,'or n"* iot"rd"d ure, new
material of constuctio& n€w improy€d design or new populatlorr
For medical dwicer, these rtud-iec are calied clinlel validation
studie* The data generated during the suJi gral nor be used to
furni*h to tlre Cenrral lJcenrtng lutirority io manufactur* or toirnporr for marketing any inrrcsttga$onai merlical device in dre

ChairPe rson
ly lt:suttrdr"el l0ftriratio

lnternol0uoli immlving [hr use of edurationrl trsts {cognitiyr, dtagnosuc,

Validatlon mpane €onfirtttndo$ fur exlmlnetion rnd
proviiion of obiective evidance that the panicular
tpquir{hents for a spclllc inkndrd qse can be
mnsiitrntly fulfilledr
l.X.Lr.l, horesr ralidrdon trt€rn, esi:rblishillg by

obf rrtive widence ttrt a prpgess
conslttently produres a reSult or prtdun
meding its predetermined speci flcations.1J.f,1,2. Design ralldation means establishinr bv
objectrrre evldence $s alri.l
spedllcutionr confonu to us*r needs and
intended ure{rJ.

k grnerally epplicrbh !o hirdware, toftware. and
ryEtsms"
The mcdhal dsvlct ir of lnrr*s$gational naturg but dela
ohaincd frsrn $r dhlcrl yalidrtion studies are not used
to . submit to CDSC0 for obulnlng marketing
tuthorBaUotL

L2,1,+. 1te medical devire is mrrketed after due merketing
authorisation or has e manufacturing llrcnse.

1.7,7, Edraduuel Settings or pracdao* Resaerch Eonducred in
establishcd or mmrnonly accepted educatlonal setdnsi involvlng
rtrnderd edtrqtiond pracdcts, :uch rs;

lffiX*"" 
resutar ard speclal education instructi{nal 

*f,1n
Researrh on the effccttymess of or comparison amC$E,.,ef(.:\
irutrrctional redrniques, cnrricula, or rhssroElfit. "' _

mana8ement methods. MNR llEtt'l t 
'

nal Teia surveys, tiiervterra ob*rnrauonEshrt.rit '

1. {

MN-q N4edi'

Vertioo Nc
tt) I [aaurry'1O19

Prrr.ll:.1,,'. r:.
t'xfir 5.1 ol ltr:l



T. POLIC}

3, ruSPOI'SIBILITT

3.L The lE{. iteefinl dheir rarries out $cse procsdtre:.

hIf it]f t i',/r llir:i'1-lfal.

nplilrld". ,r' h'l.'vcmetrtl, $0rvr'y lrfl(f,dttres' tnlcrr;l'a pt['{:dule} tt
6lxrrvJlio,I ol pltblir hthavior, ttrle:lr:
12,.r,t. lnfnrmrrlitrtt ohlrinrd is r*conlrd tn rudt I rnanner thal

stud.u trrlrirrts r:rn ha irlrntifitrl, dire*l-l 0r {hr'}ugh

idrntificr* lnrld lrr the ruhlEcLt; and

1.7-3.2. Any disclostlre of lhr human lvbi*rls rcsponse' ouuidt
the rrscireh muld rers+nahly i ate the :ubiects *l ritk
n[ criminrl 0r rivil lirhiliry or be d3maglng iD lhr
nrttpclr' irnamial stlnding, employ'bility' or repulrtl0n'

t.2.4. trlrting DrH, Documeatl Eetords, Specirnens: fie:eareh

irtvdr"i;rg the rnlltt:tinr drr ttudy nf eristing dlla, r*tordg
prtlologiral spedrnen:, or di:glnsttr sp{rimrnc, if those tourres

arc publtty arailahlt or ii ltc in{nrutlon ir rerord*d !'y lh{

inveitigatoi in s'Jdl a mantler thar subiects cannot b+ ident!fied'

dirertly nr through identiliers lirtked to ihe subie{tr'
L'3.5, Trsta rnd Food Q[ality alld Constlarr Arceptdn(Gi Tast( and

food quatity evalurtign and con!$m{ !lrePtante studret

1.?.5-i [f wholesamp ioods lt-ithour additivrs trt ronzuned or

l.Z5.a tf fnnd ir crmrumd that conlains a food iflE,redicn t al or

klow the lEsel :nd for r use (ound to be $fe' or

ngri$rltura: chemicll or sn!'irorrm€ntil ctnrarnrnrnt rt
or heiow thu lcvel found to be afe by CDSC0 or lIlAl-

1-3. fiis procerlurt b*gins when tht cgnrcnrd IEC detcrmlnes th':t rpsearrlr falls

lnto r not otherwise approvable catt3ory,
L4- Thls proccdure sErrs when $e mFeting is .alled to order'

1"5" Thr-r pnrcnltr* ends when the meeilng is edlournrd.

1l

Z-1- In the 0rugl rnd Cocmetics Stuler 1945, nrle 117 [lA, no permission for

conduct ni clinlot rrial imended for ncrdemic PutPosEr in rtsptrt ol

tpproveddru5furmlhtionuerequircdfurlnyrrewindicrticnorner$routc
of xdmlnliEirion u' ltcw dore or ncw dosqgc form uhere tlre trial tr

approveilbytheEllrlcsConunittee;rndthedaregentrstrdlsttotintended
for rubmission to f, [l5CD.

?.2. The IEC sh*ll horryettr intorm C0S00 ebout tlrt rnrrs apprulsd by lt and- 
alm ebout cnles whrre there (ruld b{ en oYedap betlrEen {rr clinical trial

forarad*micardrcSllatorypurp0ffsandvt'helehe$aHeuthoritydoesnot.
.*"ry ," .o*r*rit to tEC within a penod of III days lrom the date of

rocejjt of communieation from lEf,, rt dtan be prerumed that no permkslon

from tie Ucensing authority B riq!ired".

4.
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,1.1.

4.1.1, Il a delcnninnlion it made not to rwie1,Y the rescar[h' lnform othtr

I$Embirs. attd tsthe no further rcuoE undcr thts SoF

4.1,1., Ttc rcrearch should proreed btouse tie followin8 crtteria ar* Det:

4.f .1,1. The rcs*art{r presents a rcamnable opportunity to
firrther tts undirsbndln& preventisn, or ill€ri'tlsn 0fa

teriou! Fnobhtn arlattlng the health orwellare of rociety

an Ecnrral, E-aocpl in Prcgnent r,wlmett fetuses or

$eo!tetE* t lnrrable poprlotiun, orEeriatric Prticnts
+.1,1.2. The researrh ls conducttd [n lcmrdanct $';th round

ethEal Pnnr:iPles'
+-1.1.3. ,{dequate lrovLtions ere mede lor soliciung t}e rssenr of

clrildren, the Permtssron of their partnu or guardians'

and tlre consent of subje(ts as required by "PoLIf,Y;

legllly Authorlzed f,epres*atatirrr and Gurrdian for

Chlldrcn {tlsR'009)."
I dtnti$ scientific/ srholarly *pcrt(sl in pertinent disciy'in*s {eg. st)encq

m*drtne, Educertonal, or srioiogri inrt ielewnt subled advocatcs willinS

to servc on lE{ meeting
4,2.1, Detcrmiuc whether any IEC memler has t snfllctlng lnitresL
+.2.1, Do notuse members with a conrlicti[g lnteresL
Frovidt membcrswlth ell information revielved bi th€ mnvensd IEt
Alk the exptrr to provlde lndividually r*rtner rmommendadons,
sct B dorr fors meetin&
Call the neetlng Io order.
Ark uhtrher rnyonths e 'ConlllctinB hteftrt' rtl*tad to any agendr item

For eadi s dy revlew:
4,8,1. 0nly tlrox IEC merubers n'ho ire andependeat af thc dlnlcal trial

and the sponsor of thr: lrhl rftould vot+/ pmYlde nn oFlDiotl ln

mattflr related to the studY
.t,8,a lf dtee rrc lndlviduals {either IEC mcmbers oi. consulanul witt I

confiictfn; lntcrest related to an ageltda item:

4.&2-t. IEC Chalrmry asL qrrstiens sF thost individuals,

1,8.?-2, tf Pily6icrlly pressn! rsk tho* lndMduds to leaue the
toorm'

48.23, If preseot by tdetorfercffe, set dre mnferqnce
t kPhone equiF f]tt to bloct $rumonlraUons $r ask

tll€ member to lesve tia crll d$flng tht rq.lstir'-

4,s.3. l{o quorum is mqrired for recerth studies thrt ar* nor mandated

by CP$CO. croept for thoe* anrdy Proto,cols inrtlving vulnerahle
populatlon-

4,*.4, tf one r nrors contultant* are involvcd:
{.8.{^1. lnform tte IEC rncmhcr3 ofeny conftcfng lntere*
{.0,4.1, }lavt t}ose prcs€lrt at the meetin6r direusr their

_t:

4r.

+.ii.

ChairPers

\nterno\ 
0uo\1tY 

Assuron

l. rL: r:i.r-..

Meeting Chalr ls reslronsible to:

Lrod the IEC meetng
Facllitit€ lE( rwitw

0[GnsuI€ thir SOP is followed
Monrtor tfic IECs decisions for mnsistenty

PRINCIPA{,NR lGDtcAr. L

.& Hosprrf
Y-'.4)h
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Chat

\n\ern

PAL

lllt$R t'lldkl Enlll1: { iksrhl ,h!rih,5!,n.1 [rh1a, frdrlitrr , str

,flHrltffi *atnrain rhe confi dentialitv olrhe I EC proceefigl 6 1

{,9S" Eneure that lEe mcmbcrr rre frcc to p.ttidpott In dkEusslong4.9"6, Ensu rr that IEC.mrmhers attending by tel[onfefence can ;Jc{eely
and cqually parUrlpete in rll dgcursions1.i,7. Vote as rn IEC ncurber

{.10. The lEc t{.ering Clrair is elpectd to:
4J 0,1, Hclp IEC members meet thtir erpertrtions in -p0ilCt: gxpxtetions

of lEt il,lembers [Ternrs of Refurencr) [HSR.004..4.10.2, Encourege IEC membort to:
+,10.LI. Askquertions,
1.19.1?, Speak their rninds at ev?rl, resre h srrrll rwierv
4.f 0,L3. nespect dissnrjng opinlsni.
{10.44, Thrnk and vote lnd€pcndendy.

4,10.3. Mefitsr ilnd gllde lEt membars to use the criteda for approval by
{10.3.1. Frciliredng lE[ memberd undcrstanding of ths mseaxh

to the degree sumdent to apply tle criteria for approral,
t 10.3-2. Hlving IEll memhrrs voie concrrns, prcblema and

rsfommended chmgif an tho criterle for approtral,
{-10,3,3, Obtahing asiistnnre rryhen tha IBC rnembers rre

uncertain on strne lssues.
4.10.3.+. Tlking votes on the sriterion for approval $at is the

basls krr conrovarry. if after sufflcient disru$ton a

controvefted i$sue remeins snresolved
it 10,{. En${rage IEC memher enga$ment by:

dlO.+.f, Reinfurcing IEC mpmbrr sf,p€flations
{.10.t2. EttcoumSng IEC members tl use their unique

pe xpecttva ro contrlb,ute to [f,( deliberatbns,
+.10-+"3. Provid ing re*o8nition and praise to IEC membus.
{.10.1,4, Carlng rbout *ach IEC rramberara p€rton,
+.10.45. Encor.rrrging IEC mcrnbcrs to develop in their review

sld lls.

4.10.45. Ensuring the oplnions of IEC members counL

+.10.{,7. fammunicating l e mission of the lt{ilF-Me IHC to
protect subiects.

.{.11. The lEf, Meeting Chrlr nay drtermlrc tlrat certain lEf, hentberi hrve votln*,
sartus ind othsrs hevt noFvotin8 status,

4,11.1. Thc number olIE( membars uith votilg strtul is not grutcr than
the nrmhcr of rcgular IEC rnembers on the IEC roeur.

.0,f 1.2. All IEC members haw vuting rl5ht*
,L11.3, EC coord$atordocs not hnve a0y vsdnt n8ht$
,L11.{. tnvlted Consultants may ntt voE

412. Ad hoc subrEu$s Etiy notsenr as IEC memhers.

4,13- Abemt IIC members mey srbmit wdttetl commsots' but may not Yote'

4.14. Observerr may attond meetings, hut:
,t-14,1. not parriciFat in lE[ deliberahons untess raqucsted try the IEC

to serve rs a <onsultant
Submltdng an invtrstlge(ofs Head of D*partm.nt fiuy aonstruc 5 ir

coilfltct lf lhlir arrdemic &e$ls ls presented

.flisrWADI SAN;J... rr.I n i','
z.q

t'4NP'

o\ 0uelil'tffil#?frl

I ;auary 1019
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't 15. WhED a protocol ts rmbiBtrorrsi tht lEf rray resttvr &t ambigutry bI
0btillning wfltt.n inFormatlsn trom the sponsor ttrou8h hvestlgrtor in
advame of lh€ maerinE a5 an Blternatpe t* mrtittent approvrl, lXC

membars must be made rrart of thir infrmatfu& eitfter verbally or in
wrtlng

i1.16. Summarim the lECs onsensui
tl.16.l IIJ<e a motion for one of rhe followingt

'Approve': itlhan tle IEC determines that the inlthl.
conlrnuing, or modisc.ation submlislon meets the

crlterla for epprrral
4.t&I.l.l. ior initial rnd EosllodnB review. intlude

in th€ motlon &e period oi appoval (not

to exced onc year] rnd the level o' risk

{r:ntninnal risk sr ErcaEr than minimal

riskJ.
'Gnditlon*lly Approve': Whsn t"he l€C det*rmines that
the initial. eerrtinuin6 or madificadon rubmission will
,ne{t th.r criterir for lpprwa[ rvlth minor or
admlnistr,ItiYe ehlngts or requirernents thll ran be

verlfled wittsut condderint tltt cd{eria for rppn:val,'
4.16,t.2.1. for initial an$ contir{itry revirw. lntludc

in dre molion tht period of approral [not
to *xreed one ytar] and the letel of rask

(mlnlmal rirk or greatrr then minlmal
rirk).

4.L6,11.2" Summirlsc tie lf;f.'s required
modifi cati ons and rsasons'

"Defer'. \llhcn the lEC determirrer thet the initirl,
(ontlnuio& or modificrtion subraission does not meet

tke fltleria lor approrrel and alsrr does not meat tlc
criteria fot'Disapprove4
4.f 6.L3,1. Summarize $e IEC'g reiuons and

rcclomm€ndations, if eny.

'Dimpprove": The initial ron{nuing" or modificrtion
subrnisnon does not meer dte criteria for apJrovel. and

the IEC congldtrs lhe recErnt to hlw extefisiy€

deftcicacirr,
4.16.1.{.f . Summrrire thc lECs ro&sont and

rcctmmenda tlonr, if anY.

"Suspud": When tlte lEf dcermine that b35€d on tter^t

tnlormadon tte previously appmYed te$larch no longBr

meets thl criEria for rpltpvrl, but some research

acdvitle* meet the trttcria for epprevtl. 0t thc IEC has

recommendations thrt mly maks fte temgrch rne€t lha

rrlreria for aFprov-dl'
erson

4-161.1,

4.16.1.2.

+.16.1.3.

4-16.r..f.

4.16.r5.

lnlernol 0u

NR Medical

Ch at rp

'':.1: r'i

t0At

College & HosPital
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4.1i.lj.l- Incltde ln tht m$lon: Whtch ru:earch
activitics mgst 5t0p of be mod lned

{.16,1"5,2, ]f t}re rcrerrst in its €ntilety no longer
llrtlE drr rcgulaory riteria lor approrral,

lnrJude ln fie modion: $top dl rtscarch
procedr r*s (llcept as notrd belortrl and
rtop enrollm*nt

d16.L63, lf stopplng rossanct will edtrrsely allcct
dre hert inlerests of curmntly eorollcd
subfectr. include in t}lc flotion: lttlhirh
subrlct, cln o0ntinu€ and what
proctdures can b* Perforned

4'1fi15'4' summarize tECr ressotls and

relomnqudationg
4.15"1.6. '?ermimtr'r lMren the IEC determinrr that based on

ne,w lnfontadot the pmdoudy r;iprovod reiaalci no
lon6er nreer the rriterh for lpproval and tlre IEC hrs no

resommendrdons to mrkc thE rtsearch approvrble"
4'l6Ll6'1, Summarizp thc lEfs ra:ans.

{"16.1.7. 'Accepr/ .rtc*nmv}edge'l Thc lnveedgator require an

afftrrmttva rep$ ir rcsponte ro submlGed materlals b{t
an rctlon of 'Approve" is not applimhle

{.16.2. Ensure thst t}e EC Coordimtor/ slaff taking minul$ has rffordtd
the tECr artioru, rsqulred modifications' reasonl
reepmmandr:inru, dclerminations, anil fi ndlngs

4.16,3, Cell lor a v*l.e of IEC members "For." 'Agelmt' or :Abstilnln&" IF

msrc Elan hatf tht tEC ms*bers Pruasnt votts "For,'the motioa is

aPProwd.
+.ioS,r. * ilt v$e b epprovr I mo$or for '{pprove' rrr

'Candltsnally Appmw' ls co*tsldered to be ao IEC

decldon of 'Dtftr"
*,15.,{, HevE indlrlduals riviilr a eunicting int€rcst repin th€ mmtlnB'

*"16.5. tf there aIR rEmiiolng rg€ndi ltem+ mott $em to another rreeting

4,lL Eeview the orpert mernbelg rcoommt$datistls alld write an indepeodent

tcomnnndeticm br onc of rhe foillowing:

,1,1?, L Ttle r$til'th should prnceed bectust tt feus i]!to approvabls

rctearch Um'IHECIOISTT [ISR-I0I, HSn-?02. and HSR'204''

{.17.a Thf rul)irch doer not meer the above trl&rion but shnrld procccd

betause the followirg trltciia rre m€t:
the rsseafth prrsents a rtesonable opportunlty to

fu rther the undershnding, preventlon, or nlleviahon of I
serious profilcm affertini the healLh or wtlfare oi the

general public includlng bur tte safery is rcell known

irom previous dlnical rnrdie; *nd is rpp rovod by CltS(O

for mrkating
tlre reean:h trltl bt conducted in arrordane lrith
*oroAuOtiertftfnOPl* 

Sk
PRINCIPAL \
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,l.l?,i..i- &ltllrrllr llrrlYtrrllll .trt'nuttle lr{'srtli{!llnF lhr,l"v'rll lli
rtrlrlrllt. th.' lteflrlilsloll lrl lt('ir 0.llrrll.'. or glrrrdlnn:i.

,lrrl thi. t'utrrrnl rrI rHl{rr lr.
4,t 7J. Thg rrrr,;rrrh with rrrx!llutirlr-\ th.)rrld llr,r0r\l unrjrr nnr rri tht

abrrrl r'rillr i-r.

't'17.4. '11rl rr;r;ttth :houhl nnt prtLcctl,
4.lS' /ldluL 'n thr nrtwtrnp n,ltrn thrrr i:i hfl {rrl[(r h*sincss nr wllfn ,.rlint1t b,

tht liC Coordrnalor' thnl qr{trrrrn lnr ull rcnr,titirq r({nrli illtil't5 r;nnnl hr
lnrl.
4.18"1. If thtrc arr: rr:ruining agr.nd.r rifms. m n$t-. thrm rn nnolhtr meeting

{.19. }ltcord llinutrs rn l-littll'LA'Ili: Minrrtrs trl th{: ,{eetrnE {llJR-,t0lli t*
dnr{nrcn( minulos

4.?0. ll*cord at the beginning trt thc nrirrutes:
4.10.t. "llcmbcrs llrrscnt'. Itccord thr intluwing rnrorm.tlr$n on ll:c

mrmbtrs pJrilErrt at anl tinrc during th* mttlinB and hxling vot:n*
s8fus il leiil ofi{f dHrind flE mrf$ngrrl
{'?0,1"1, l'Jamt.
4.20.1-2. Statusrr
+.10,1.3. Whetfier thr lEf, memberis an allernile
4,21].1.4. IUhetler th; lliC member attsnd*d by te tecon ferente-

4'20 2- '0ther: Preselrt": Rec*rd the follouing ini€rmraion un indiuiduals

Fre6tnt at lny time during the meelin8 vrho newr hlve vorin5
stirtl3: l:
4.2S.2.1. Name.
4.2t1.2.2. ftale

4'11. lllcord lhe to$l number oF rEg{lar E*mbcrs on [he mrrent I l;C r0ster
4.i2, tf IEC mrmbers arc pnesent by eleconferenc.. indicate whether they

reccived zll pertrnent malrrial bcfore tle mccting and wtre:ble to ncliv{lly
and Rqurlly Sirticip*te in all dlsrusi*nr

4-?1. Recnrd thp tim€ the maetingis allad to order-
4,34. Rrcsrd 4 {uo}m:ry of rhe discussioa sf itefiE unrel:rted to tfie rericr, af

sprrili( res€nrclL

*.?5, For qach itrrn rclatd to rlxcifir: rt{elffh;
4J5.1. kecord tltc typr uf rtvlewtl
4,25.2, Record relerant ln fffmetmn abour the rerearch:

4.rtz.l. Title
4,2U2,2, Prirripal inv€stigitor
+.IS2.3. IECApprsvrlnumber
.+,11L{- Protorolnumb*r

i., 1: .

I

I

i
t

\

l.r rr
t0 Pr*r til r, ,lr-l
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| .titl,t t, ,t r'.,,1" l,r,rl .1. r.i
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\nterno\0uc\

ChairP
\s5uI0n(e!

4.25.'J.6- []r,(rmentrrevrelrrcd
Whtn nteded for (ixrity, surrmlrilo preuaoui l[( .tclirrni.
lf eny irem is rnt acrtd upon, record thr.r rtr.t-sonrt.

ll an expcrt menlbtr pmvrdrd a verbal r?Fort, sumffiri:.'f tht k':y

irtformalion prnrided.
ll th*re were any contror.rflrd issur-x IltiC mcrnbr''rr erpressed a

diffcrcnrc *f opinion.l, srrmm;rrizc tht' il-su* htrel ls a (onttDvertrd

ilsuc, and sumnran?c tht ferolullnn, if any.

4.?5.61, !f lhertr wrrc ttu cunlrui'srte'il issutr, rrford rhis'

lerod tle ms tiott.
4.?5,7.1. Tor a molipn oI'Approve" or "Condj:iDnally Approv?'

rehled lo an initial or continuing ruvie!" tubmis$'on

rQ(ord r

4.:5'7"1.1. The aPPrwrl Period
4:5.7.1.2. Wtr*irlr the risk lc lerser than 't{inimal

ftaslC qr grt t+r tian'Mlnlrnol ftisk'

4,25'7.13. Any requind checldirt dcterminsdons
along ruirh EtudYsP"rifiE flndings

SEPPoninB lhose det*rmlnations
1'25.7.?' For a mothn of '{Lnditi-onally,tppmvs" recsrd th€ IEC'S

mo'diBretiooc rcquired to cncune apprelal and the

reai{I$ fu tf,ose modifirations:
4.35,7,3, Fqr a moti,rn of 'Defern rcmd the IEC'r rtsons ud

recommend atioos.

+.75.'r,+, F* arnotionof 'Disapprove' rtcord thl lEf,s reatons'

4"X5.1.5. Fr a motlon nf 'Suspcnd' recud the sperific ardv{d*s

rusptnded and drt lECr rtcornm;rrd*dona lf a ny'

4J5.?,6, Fw i ltlotlan of "lJft 5$spensistt,' m other lnfonnntlon

le?dr to b! t6cordEd.

425-7,?. For I motion of Terminrt0're@rd $e IE{ls rerson!'

4.?5.& Record drgvotc rt 8rt Burnbcrs:

4.25&1, Totr': Votingfortte motlorr
{.25A.2, "Agrinsf: Vnrlrp sgalnxt the motion
4:5.43, 'Abrained Votfurg"r Prrmnt for rhe vota but not vodng

Tof or ll8aimt'
{.X5.8.4. 'lbrcnf: Nfi prerent fur reanons othar than a

confllcilng lnterest,
4,25.8,{.1. Becord the rlame$ oF ibserl mtmbers

[rnemherr in rttendanEe at the mc-eting.

brlt rbxnt hom the ro*m for 6e'uoteJ

S.8,5, 'E;cuc!d': t{st prcsent for di$ruslon ird voting dte to
a {Dnfrl.{ng lntc f,l
1.25.8,5, L llecord the names of recused member*

ef90I\
e\l\0[t]
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5,1. Schedule Y of the Drugs & Cosnnics Ac! 1940 a.nd Rules, 1945
5.?. Centrrl OrugF Sundird Conrol Organisarion ([nSC0] Cuidetines ior

Sionnedicsl ftesearch nn Hrrman Subjecg Go{d Cllnird Prrctice {GCPJ
gutdelints

5,3. lndian Council oI }lediral Recerr$ (lCt{R}*,,labonal tlhiml Guidelinrs for
Biomediral and Hedth Rs$.arch lntolving Humln Prrticipanrs

5,4- The hternational Counril for Harmonlsrthn of Techntcal Roquiremrnts for
Fharmrreuticals for lluman Use {lCH} EGtR2)

5.S. HSR-309

{

4,25.8.6 Hor"Voti[t Stntus: ltcrert xt th. m€rtin! but not in
{ptlnf, $tdt{r {in vodnE $talus for somt itenis bdt nst in
vatiag statu: for all ttemsl
d?5.8.5.1. f,ecurd tht ntmrr nf nremb:rs Frrrsnt in

dZB" lxord rfie rrmeths meertrsi, dl:::;,:lnsrt*rur
42I. Provide ttrc minuter to thalfC lri*fng f,hoir for reviarv ard rpprovrl, and

protrlde to tht IEC rr an tnformaIIon ltem.
{.28. }rorride lpproved mlnutes Io thl l6C M E€ting f,hi ir for rignarurc.
i129. The lillork$reets and Cheddists ma*sd acirnlingly to br stord wirlr tte

minut€r ,or tho lp0licrHe rer{err,,
,l.30. lnform the imestigator.
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I, PURPO$[

2, poucr

E'1' AII reie{rdt study protocol lnrolrlng vulnerable popul*rloo undergoes tull
IEC rerlew"

3. RF.SPONS!BttITY

l.l' This purpose ol thii sOP ls to desrriho prrtedures to revtellr res€erch
prolorrrl inlolving r v Inerable population.

12. Thr 50P dosrihes th! mquircrrreftts c*nrrrning the rrvlew o{ resEarch that
inrlurles groups thet cr:uld hp porentially vrrlnerable to r.rerrifln r*garding
rutonom!,, .nd present (c,nditlonc thrl may rff€ct risk/ henefit
dctcrminatio[t or braringunc,lual burrJcn to rrseorr:h-

3-!. Psrttcuhr ettrntion should bt paid to studies that may lnclude flrlncreble
pnrtlclpants, rrrth i3 drildren and Prrtlclpnts who may havt the capaclty ta

nrke a decision but are unable b ax€rclr{ that caparity, because prior
cor$rnt co$ld not be obt*lntd ln an rmer?eIEy.

32- vutnerable individuais/Erours shsrld not be induded ln rtsearch to solely

benefit otherc who are better offdtan dtemselvts
3J. Th* IEC Chrirl Smrotery rrvien: all study prctooolt and smciated

doruments before settlng up tie mcetin6

4. TROCET'UftE

4.1, Yutaerabl*populattontndudes:
4.1,1. Membem of r group with r hlerarchhrl ttru$ure

4.1.L1. Students hom Mt{R Educatlonal Trust
1.f.L2, EmPloYeesofsPansur
{.I-1J. tltembrrs of the mned forcer
Minors
Prlconerr {pcrsn* ke$t in det*ntjanl
Plrtirtparlts wid, irnrmble disrastr
Unemployed or tmpovcri.rhrd pcttons
Thore in efitrgemis'
lithnlc minoritY
Homcltss persons
N

4.1.2.
4,13.
4.1.+.

4,15.
4.1.&
4_13.
4.18.
4.1,9.
1.1_10. [(:r.r

Ernu p

i$&ndnrlly ill llatients
folIfPse lncilpahle of Etvlng cullsent [diminished ru,onffitfi t[{f,,

cl ronE!, unrr*P$'t?ohLtt*t"t
Medical College

lnlerncl
!ur:!y

4.1.14"

4,2. ldE$tify a Reviefer/ Conrultant, knowledgeablc about or ctPcrtc$cEd ln

I/ortlng with sutil Participantg'

ll I rit- ',-t ,,! l:l {

impairment,
Pcrsons or
srtualions

unconsciou$ paticnt]

I{lirJ:Jt-ur! itt ir.tti'r
MNR

osPl1 ar

P!ae



5. REFERENCL5

alrpe ison
lnternol0uoli

Inssuronre (eli {ru..

dr
PRINCIPAT\

l|muE0tcl! l^nl ! EGr t unQDnll

4.2. l. Use "lffOEKSH liFil": Crlterra fu:r rtpproYal (llSll-3{l t I

4'?.e- Revirrl prnclss used frrr obrninin[ tniorrnrd gonsenl intiuding the

idcrrritirition o[ th*sc rerponsible for olrtarning consrrtl a d the

pt'ncrd*rcs adopled frrr a vulnsrable population'

4,3. Researc[ snrdy prot*c.,le involvittg vulnernhle papuhtion :rc tuhi{€t to a f!ll
Ee revltno, n'en if thcrirh i* rnirrinl.:l'

4.4. A quuruur is retluirtd lo revlew srch stttdy protncols- tlsB "t#OftK5llEL1':

Quarum (HSR-31:U to rvnltralc whcther a quorurrt i: ar"arlable'

4,5. Asstrr for polerthnl torrcloll
4.6. Assess iustifieirtiun of eligrbiiitr erlteril u[ a vttlnemhle poprlatirn'

4,7' Additroi*i protertionJ arc provrdcd as rt{uined Lry applicable. latrs'

regrtanons, inrl guidance or as drcided rurnuletively bythe l[':c mrmberslo

rcduce coctcion and rllax arrmlmy-
4.8. Vulncrable 6roups may be recrutbciafter prnprr iusti['ication rs provided'

+,9, Thr sturJy is monitored morr fi*que ntty by t[C

5.1. Schedtle Y of tte Drugs & (o$nrttics Ac! 1940 and Bu.les' I?45

5.?, Cennrat grugs Srandalf, 
-i"-t-i 

organkation. {els[O] Euidelines for

Eiomedical iesesdr anUumansuuilcts Good Clinical Fracriee (6{P)

guid*iner
S.f,.lndianCouncitof}|cdicrl&es*lfclt(ICMR]-NafiorralEdriealGuidetinesfor

Blsrncdical and Herhh Rcaclrclr lavolvin; lluman Pertidpantr

5.{- The Intcmadonel cou'aiior llarmonisaioa of Techticrl R€quirem€nm for

Phermaceuticals for Humen Usr: (lCll) E6[82]

:.,,1

Ml\tR Medic al College & Hospita,

lr'

I lr,r ri:r.Y ;il l!
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I. FURPOSE

l.t, This SOF etteblisha.s thu pro{ess ro obtrin consultatio* on subic(t ranEr
frolr an extemal i*dividu;rU anency.

1,2- This prrredurr begins whrn the lE( rrrpires rnmpetener in sptriJl nreas to
assisr in the review of issust,rhich feqxirc exprfiiSe ht'ynnr{ or in arltlitirn
to thDi avail(blr on tte lff^

1'3. This procedu rc rnds when thr lEe ir in{ornrrd of the contullalion.

2. PoilcY

2.1 . \rr ne

3. RESmlfsIEtuTy

3.1' Tht IIC Chair r*rommends a iubieel matter expert fronr oxuide the lEii.
3.3' Thr EC Cmrdtnator ar-ing(t lor a mll or lnForms the memher about the

requ esr from thp IEC Chair.

4" PROCTDURE

4"1. ldcntifu a consrrltaat lvith the required erpeffrsF reho can provide a review.
ldenti$ individurls ll followsr
4. t-X. Colttrcl tho consultent erd detcrmine availahility for revleltr.
1,L.2. Oetcrminc whrthcr thr tonrultant hara (onRicring interest
4.1J. Obtain tht aEre"incrit of thc conn tent to malntain lhe

conridEnrirllfy of informaflon prffldtd"
4-?. Usr -POLICY: Expe(tafions hon lr,C litelllher$' For Ravi€r# 0f Re$€areh sludy

Prior to lrlerting {ESt-011" t0 determine uhich documents to mllke
ryailable fo the $nlultlnt so t te IEC can obtain the addirionrl erFertise
needcd, snd make these doeum*n6 srEllaHe to the consultant lf the
rpquircd rddiHonnl etpettlse n{rcded docr not requir€ reliew of any
matenals, no mrt{rids aecd be prrwided'

43, lf tJre conorlttnt pruvide* 3 urittrr nElort, mrke tle report eveilabte to
a}tr tEC memhrs atttrrdlng ttrc nteting

,t {, lf rhr. I EC Chlir and Consultanr drcid! h Fnsenr face-to-face rt dre meetlnB.
invits tfit consul$rnt lo tht IEC meelins

45. lI rquesed by ar lEC" lavitc rht consultart to ft e IEC meellng
46 For consulration obhined fu te.lefrrone;

,+.6,1. 0irertly rbtrjn tht informetirln (oral or urrlttrn) li'om tie
fo0rultant

4.6,1, Document inform:tioll rereivf,d with tlre mmr oI th.r roruultanL

5. REFETIENCES

Nssu\onie

f..Diitrr No l 
'l l-! l:'.r,;l;t!,

i.1 .J:i-:i.i '; ''r, I ii{

College &Ho

0a(\
spit' PRINCIPA'

*n 
Hgfjr.Lgl.Eiii rns,,,^

\nterno\Ouo\rtY

MNR Medicat


