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ilr qancelted-

Z. This registrarion is subiect to tfre, cgldilionsspecifled utr{er Rule I22DD Und Appendix Ytll of $chedule-Y ol

Drugs and Cosmetics icl 1940 urd Rules 1945 "? '

l- The Ethics commi*ee shalr review and accord ic a,pprovai toa clinical trial at-appropriate intervali as specified

in Schedure y and the Good Crinicar p*.ri;i'ui;aio*, to, crini.uiiJrr* io indiu and other sppricahre

regulat.ry *ooir.*""ll ;:t"E;;il;tl";+''';r'U ffi4 w'ex;b3iuc'"of'the trial '.'0":"., 
,

4. inrheca.seofanyseriousadversecveniociuniirgtotrrectrruca.rtri,lrsubidcrsduringtheclinicaltrial'tireEthics
Commi[ee shall analyze and fonvard its opinion a5 pu procecl"tt lptt"intd-u-nJer 'IPPENDIX 

XII ol'

ECR/925/GMCJ/InsUJI(/20'l 3lRe-Registration-z0 l6 
f'I

G'sverumeut of Indif, i

Ministry of Flealttr & Family Welfare 
:

Directoiate General of Health Services 
'

Oflice of Drugs Controller Ceneral (lndia)

Cenual Diugs iundard Cbntrol Organization

FDA Bhawan., Kotla Road.

Nerv Delhi - I l0 002' India

Dated:l6F{}..Rtolg

The Chairman
Institutional Ethics Committee

Gov ernment Nledicll College

Bakslri Nagar, Jnmmu- 180001

Jarnmu & Kashmir' lndia

Sub:. Ethics Committee Re.Registration No. ECIU{S4/Inst/JI'2013/RR.l6 issued untlet Rule I]?Dl)

of the Drugs & Cosmetics Ruies'1945'

Sir/)Iadam'

please refbr to yo::r application subrnitted to tlrrs Directorate for dre Re-Registration of Ethics

t"'T[: 
on the documenrs submitted b-y you, rhis office-herety re+egis,T^tl" INsIlrurIoNAL

ETHTCS COMMIT'I'EE SitrrAtcd At GOVERiVTEX'T MEDTCAL COTTECS' BAKSHI NAGAR'

J,\lrIM*- 180001, 
-lieflfU & f<nsnfvfin, INDIA with Re-Registration Nutrrber

ECR/{5.,/Inst/.tt.,20tJ/RR-16 as per the prorir-ion, lf 
'Rut. 

122DD of the Drugs and Cos,reti.s Rtlles'

l?.i5 strbject to rhe tbllorving conditiotts:

i, are re_regisrrarion shallbe in tbrce fiorn 23.09.2c1d to 2i.0g.201g, unress it is sooner suspende'J

'//

Tq

Schedule Y. 
" 

'

5. 'lhe"Ethics Comrnittee shall allorv intPt-t]:: ::.:li:::Lt 11i
,i, offrciut, auttrori zed bv the Cenrral, 

-?1*: 1T:r1Tl,:#:1li

ffi,i,ffif:f'#H"'i'li:ilfJ: llli'Ti1 [,",:.:-:il*11tr#il*:Xtl6'*X*:I1:'li'fi1;il:
?if#31:il1"'ifrlJ1Jf1fiil',jlTfi;il:r'ffiil;i;;ffiei,r;[i'* 

rrraYh: inrerationtothe

conrluct of clinical nial'
ot'any change in the mernbership or the

The licensing authority shall.be Tf*:l* rvriting in case ot any

."*r,i*,i"n oT the 
"tnici 

committee takes place '

ffl[Tl*:il::;'., couunittee $I1o:"':11i,]'l:':T:*[?,'*;i;:tg,i3:fiT'[ilL""*;
'1 . Alt the records of the ethics courrnittee shatl be saretY rnurxro"'"* *:";;; 

"iifr! 
ut"f (Both in hard and soft' 

,tuoy ioi noi ress tnan n;; i""* from the datc of completion or termrr

copies)' ., r]-,^-^ ^r€, \uthoriq ma1.

8' lf the Ethics Cotnmitt:: fails to comply 
"vith 

any of the conditions of registradon' the Licensing

aftu giving un oppon.,ii,l'i; ;l;; fir. *t y 
'i]u."t ;;;;'il{ nolie passed' bv an order.in writing stattng

rhe reasons rherefore. suspend or cancel 
'i" "gi'*Ii'n'"itt* 

itr"tt cotl'it""'foi such pe;iod as considcrcd

necesBry'

e. Ethics Committee shatr consisl of not ress tli",:'\:::,'I;*::,.flil'3?ff1,ffi--#:''lli!l-i'o"i'H"J:;
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Sccreran' and rcy olthe nrenrbers shall
including Ia1, public.

be frorn Medical, Scienti{lc. Non-Medical and Non-scienrifir fields

l{r T.ht conrnrittee shall include al leasl one lrenrber whose prinrary area of interest 0r
scientillc and at least one member uho is independenr of rhc insiitution besides: there
gr.nder representarion on fie Edlics Comnrinee.

The Ethics commirtee can have as its members. individuals from other lnsrirurions or Communirics, if requirrri
i\'lembers shorrld be conversarlt u'ith the provisions of clinical rrials under this Schedule. Goott Clinical pmcrice
C[idelines for clinical trials in India and other regulatory requrredenB t0 seFegurd the righi.r. srfei3., and rvtli"
being of the rialsubjcr-rs.

l-i For rcvlelt o[ each protocoi the quorum 0f Ethics Committee shall be at l6esr fir,e memben r"i& rhe follorrirrit
represenlations:

I. Basic medicalscienrist (preicrablyonep'harmacologist)
Il. Ctinieian
IIl. Ltgal expert
IV- social scientist or represenlatiye of non-governmenlal vohmtarl, agency or phirosophr,r or

Blhicisl or theologian q a sinilar person.
V. Lay person fromiommuniq,

Thc members represBnling medical scientisr and bliniciqs qhould have Post graduare qualilicarion and adequare
experience in their respective fielcls.and arvare'of thek ioleand responsibil.ities as comminee members.

As far as possible, based on the recuirement oi' research area such as HIV, Genetic disorder. etr,. specific
patienr 

-eroup may also be represenred in the lhhics Committee.

There should be no conflict of interest. The rnenrbers shall voluntarily witidrau,from the Ethics C'onrmirree
meeting I'hile maliing a decisjon on an application which evokes a 

"ontlir, 
of interesr which ma1, 6e indicated

in utiting to the Chairman prior to ihe rer.'ierv and be recc,rded s0 in the minutes. All memkrs shall srgn a
declaration on conflict of interest.

Stb-ieef experts or or.her erDe{s ma:v be invite*j t0 llrn mBs',.i[gs for therr a<jvice . Birr xo such expen shali have
voting righls.

This cerfificate is issued to you on the basis of declaratjorr/submission b1'you that yours is an lnstirution and re-
registration is sought for Institutional Ethics Cornmittee .

Funding mechanism for the Ethics Cornnrittee to support their operaiions should be designed to ensure that the
committee and their members have no financial incenilve to appr0ye or reject particular stuAies.

SOP's for funding oftlre E*rics committee in order to supporttheir operations musr be maintained. Thc records
oI incsme & e>qrenditure ofEthics Committee shall be maintained forreview and inspection.

l}e Chairman of Ethics Corumittee shall enter into MOU with head of institution. thar necessar,v supporr anC
facilities and independence will be provided to Ethics Commiftee and their records will be nrainiainid as lgng
Es required.

Ethics'Committee may rtndenake the revieu and rnoniroring of ctinical trial protocol-s of other inu,e,tigaro.(r)
and site(s; who do not have their IEC, subject to the conditlon that tlre other. sires are within the loco- iegional
and communiti'settings Similar to tl:al of the registerecl Ethics committce. The approving ethics comminee
must be willirg to accept their responsibilities ior the study at such trial site(s) anrl rhe tr-ial site(si willing r,r
acccpt such an a.rrangement.

Ethics Comrnittee shall revie.w and approve:he suitability of the investigator and trial site fbr the proposed triai,
J'hc ethics committee shall undertake proper causality assessment of SAE's wilh thr help of subjict e\pcrts
where rgquired, fol deciding relatedness ind ron,p.n*tion, as per condition no (4) mentioned above.

Yours faithfulll.
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D ru gs Con rotler C*r"rap{gl
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