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Crom

I he Drug, Controller General (India)
Directortue General of Ilealth Services

FD;\ Bhawan, Kolin Road.
c\\ Delhi - 110002

Dated: 1 6 APR 2013
To

The hai rpe rso n
Institutional Human Ethics Couunittce (Institutional Review Goard)
Crners Medical College, Corri,
Cotri Road. Vadodara-390021, Cujarar.Tndi»

\1 Il -Lthic- l'HnmIlIC': R.:glstralion 0:0. ECW28I1n~t/(;,1/201J issued under Rule 1221)1) ofthe I)rugs c\.losm 'I,,;s Rub I,)'))

Dear 'iif

1'1 ase refer 10 your application no. 896 dated 26/02/2013. Dy. No. "'il. J-ts no. 15353/2013 dated II 0~,2013 subrniucd 10 Ihi> otfic.tor
thl Registnuion or Ethics Comrniuee.

Based on the d cuments submitted by )OU. this office hereby Registers the Institutional Human Ethics Committee

(Invritutlona! Review Board), Situated at G M ER' Medical College. Got ri, Gotri Road, Vadodara-39002 L Cuja rut.

India \\ ith Rcgl,tralion number £C1U28flnst/GJ/20 13 as pel the provisions of Rule 122DD of the Druj!s and Cosmcuc-, Rules. 1'1 l~
ubject i« Ihe 1'011(1\\ing conditions

I hIS Regislrationls subject \0 the conditions specified under Rule 1220D and Appendix Vl l l ofSchedule-
) pt J)rugs and Cosmetics Act. 19-10 and Rules 1945.

~ rile l-thics Conuniuee shall rev ic« and accord its approvul to a clinical trial at appropriate mtervals J::.

specified ill Schedule Y and the Good Clinical Practice Guidelines for Clinical l'rials in India and other
applicable regulator) requirements for safeguarding the rights. safety and well being ofthe tria! subject>

In the case or ,111\ serious adverse c\ cnt occurring to the clinical trial vubjcctx Juring the clirucal trial. the
Fthrcs Committee shall anuly se and forward its opinion a- per procedures specified under ,\I'PI-.:s.Df\ \.11
01 Schedule )

"I lhe l-thic-. Committee: shall allow inspectors 01 officials authorised b) the Central Drugs Standard Control
Orgunizution 10 enter its premise, 10 inspect an) record. data or any document related to clinical trial and
prov ide adequate replies 10 an) query raised b) such inspectors or officials. as the case may be. in relation
10 the conduct of clinical trial.

5. I he lic nsmg authority shall be mformed In writing in case of any chang" In the membership or the
constitution of' the ethics committee takes place.

(, ;\11 the record, or Ihl' ethics committee shall be saki) mauuained after the completion or tcnnination of
the stud) for not less than live years from the dale of completion or termination or the trial (Both In hard
and sort copies).

Ifthe l.thics Comrnincc fails to comply with an) olthc condition of rcgistrarion, the l.ic nSlng \lIthorrt~
IIIa) " auer gi\ ing an opportunity to sho« cause \\hy such an order shouhl nut be pa"cd. bv all order III
\\ rinng Slating Ill(; rc.isou- therefore. 'U;lll'lId or cancel the rcgistrution uf tht: Fthics <. omnuucc tor such
period ,LS considered IIccessar) .

'1 his rcgisuation shall be in force lor a period of three year» from the date of Issue. unlcs •. it is sooner
suspended or cancelled.
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(Dr. G. ., Singh)
Drugs Cum roller General (I) ~'i:Liccnsiuu . ulhoril)
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