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& Cosrnetics Rules 1945.

Please refer to yottt' application no. Nil dated Nil submitte<l to this office for, the Registr.ation of
nmittee.

Fi lc No. ECIUI 067/Irrvin/Irrrtr/Dl-/20 I 3

Goyernnrelrt of India
Mirristry ofHealth & Farnily Welfare

Directorate Geneml of Health Services
Office of Drugs Corrtroller Gener.al (lndia)

Central Drugs StandaLd Control Organization

FDA tsharvan, Kotla Rontl,
Nerv Delhi ; I l0 002. Inrlia
Daterf: l1j ; ID'i :ioi'(l

ou the docurnents subnritted by you, this office lrcreby registers the ETHICS
DTRETOR'S oFFrcE, LADY rRwtN COLLEGE situated at sTKANDRA lloAD.

HI-I10001' fNDIA rvith Registratiort nurrrbel ECIV2l2/IndtlDLlz}l4 as per the provisions
DD of the Dlugs and cosmetics Rules, r945 subject to the fbllo\\,irrg conditio;s:

The Etlrics Colttmittee sltall revierv antl applove only the sludy pr.otocols arrtl rclated
docuntertts of Bioavailability/Bioequiyalerrce studies of tlrc appr.oved th.ug nrolecules

and also carry ongoing reviov of such stutlies.

Tlte Etlrics Conlntittee shall revierv aud accold its approval to Bioayailability'/Bioeqgivalelce

sttrdies atlcl also catty ongoittg revierv of such studies at appropriate intervals, as specifiecl i1

Scheduls Y artd the Cood Clinical Practice Guidelines for Clirrical Tr.ials irr India and other

applicable regrrlatoly requiteurents for safeguardiug the rights, safety and rvell being of l6e

triaI subjects.

ln tlte case of ally serious adverse event occulfing during Bioavailability/Bioequivalence

stttdies, fhe Ethics Cornrnittee shall analyze aud fonvard its opinion as per procedur.es

specified under APPENDIX XII of Schedule y.

Tlte Ethics Colnntittee shall allorv inspectors or officials authorizecl by the Central Drugs

Standald Conhol Ot'ganizatiort to euter its pt'elnises to iuspect any record, data or. arry

docttt.neut lelafed to Bioat'ailabiliqy'Bioequivalence shrclies arrd provide adequate leplies to

any quely l'aised b1'sttch inspectors orofficials, as the case nlay be, irr lelatiotr to the conclrrct

of B ioavaiIab iI iq,/B ioequ ivalelrce studies.
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File No, ECWl}G7il nvin/Irrrtt/D Llhltl
The liceusing authority shalt be infolnred in rvriting in case ofany change in t1e nrenrbership (
or theconstitution of the ethics cotrunittee takes place.

All the records of the ethics comnrittee shall be safely rnaintairrcd after. the completiorr o'
teltnination of the strrdy for nof less than five yearc fiom the date of cornpletiou o'
telnination of the tr.ial (Both in hard aud soft copies).

If the Ethics comrnittee fails to cornply rvith any of the conditions of registration, the
Licensing Autlrority may, after giving arr opportunity to shorv cause why such a. order
shotrld not be passed, by an ordel in rvritittg stating the rcasons therefole, suspend or carrcel
the registratiort of tlte Etltics cornmiftee for sucfi period as corsidercd uecessary.

This registration shall be in folce fol a pertod of tlrree years from the date of issne, unless it is
soouer suspended or, cancelled.

Ethics colurrrittee shall consist of not less thau seven mernbers and is subject to a nraxi.runr
of | 5' one amottg its tttetnbers, rvho is fi'orn outside the iustitute, slrall be appointed as
cttairmait, one ntetnbet' a! a Menrbel Secretary and. rest of the nrembels shall be fi.orrr
Medical, scientific, Non Medicar a'cr Non-scie'tific fields incl'cling lay public.

The comminee shall illchde at least one rnernber rvlrose priruary area of i'{erest or
sPqcialization is Nolrscientific and at least one nrembel-rvho is independent of the institrrtio'
besides; there should be appropriate geuder reprcseptation or the Ethics Committce.

The Ethics cotttlniftee can bave as its rnernbels, individuals frorn other hrstitutious or
Corn rn unities, if requirecl,

Members 
{rould be convetsatrt rvith tlre provisions under schedule y, Gooct cliDical practice

Guidelines for clinical ttials in In.clia and other rcgulatory reqtrirrenrerts to safeguard the
lights, safety arrd rvell-being of the tr.ial subjects.

For revierv of each protocol the quorum of Ethics comrnittee shall be at least five mernbers
rvith the follorving representations:

i- Basic rnedical scientist (preferably one phannacologist)

ii. Clinician

iii. Legal expert

iv' social scientist ot' t'epresetrtative of norr-governrnental volunrary agellcy ol.
philosopher or.ethicist or theologiarr or a sirnilar person.

v. Lay person from conllnuniry
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' Fite No. Eclvt067/Irrvinfllttt/Dli2013
The urernbe's .ep'esertirrg rnedicar scientist and cri'iciaus
qualification a'd adequate experience in theil.respective fields
responsibilities as cornur ittee urernbers.

should have Post graduate

and arvale of their. role and

As fal as possible, based on the requirerneut of lesearch area such as FllV, Genetic disor.cler..

etc,, specific patierrt g'orp nray also be repr,esented in the Ethics comrniftee,

Thele should be no conflict of interest. Tbe nrenrbels shall volLrrrtarily rvithdrarv fi.orn t6e
Etltics colntnittee tneetiltg rvhile making a decisiorr on an application rvhic; evokes a

conflict of interest rvhich rnay be itrdicatecl in rvliting to tlre Chairrnan prior.to the revierv arrd

be recot'ded so itt the rrlittutes- AII nrcmbers shall sign a cleclaration orr colflict of ilterest.

Sttbject experts or other expefts nray be invited to the meetings for their. ad'ice. But no srrch

expert shall have voting r,ights.

This certificate is isstted to yott on the basis of declaratiorr/ subnrissiou by you a1d that
registlation is soLrght for Independent Ethics Conrntittee.

Ethics cornnrittee should t'evierv such nunrbel of protocols of Bioavailabiliry/Bioeqrrir,alelce
studies of apploved drrrg tnolectrles rvhich should be cornrnensurafe to the infi.astr.ucture and
facilities available rvith thenr.

Status leport of the filnctiorriug of the Ethics conrmittee slrould be subnritteti to the cDSCo
headquarters arrd corrceruecl zonal office on quarterly basis.

The details of firnding support and amount of honoraritun, if arry, payable to the etlics
conmittee tnernbel's sltotrlcl be defined in tire Starrdald Opelatiug procedure (Sop) of t5e
cornmittee and tecords to this extetrt shall be rnaintained.

Ethics committee should have dedicatecl office rvith required infi.astnrcture arrcl supportirrg
staff

ver, it is ittfolttred that this Ethics Colnrniftee can cany out per.iodic revieu, of ongoirg
already approved by thern pr.ior to j0.01 .20 l3
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bmission of the annual report Q0l6-2017) of the Institutional Ethics Committee of

y Irwin College, University of Delhi.

LA DY

Please ind enclosed the
of Irwin College,
Annex [, 1pg.

YoU'

Yours ithfully,

Annual report (2016-2017) of the Institutional Ethics Committee (IEC)

universiiy of Delhi (registration No. ECR/2\2/INDT1DL12}I4) as

I Report (2016-20t7), I Pg.



ts of bioavailability/bioequivalence studies of the approved drug molecules and also

conduc ongoing review of such studies.

The mittee inducted Dr. Bhanumathi Sharma, Institutional nominee, as Member Secretary'

The In
ECPJ2

Dr. Pul

affairs
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Depart
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Mana

The I
133 p

study

Institutional Ethics Committee

Lady Irwin College

Annual Report 2016'17

titutional Ethics Committee had registered with the DCGI (registration number

yDLlZ1l4) and was permitted to review and approve study protocols and related

it Mathur was accorded appreciation for her efficient and valuable management of the

f the committee especially in having the committee registered with the DGCI tn20I4.

2016 andApril 2017. The details of these meetings are presented below:

) gave clearance to a total of 98 M.Sc. dissertation proposals,5 PhD proposals and

jects B.Tech Food Technology during the academic year 20L6-2017. None of the

posals involved clinical trials.

Dr.Ra Chadha,was inducted as the institutional member of the Department of Food and

Nutri in place of Dr. Pulkit Mathur.

I Ethics Committee had a total of 5 meetings in the academic year, between

.) th September 2016:19 MSc dissertation proposals of the Department of Food and

Nutriti PhD proposals: 3

th October 2016: One PhD ProPosal; 22 MSc dissertation proPosals of the

Studies, and 22 MSc ProPosal of theof Human Development and Childhood

of Fabric and Apparel Science.

November 2016: 16 MSc dissertation proposals of the Department of Resource

MSc proposals of the DePartment ofment and Design APPlication and 19

ment Communication and Extension.

lTtt January 2017:133 B.Tech project proposals of Food Technology.

tr' April 2017 PhD proposals, 2

Prof Bhariumathi Sharma
Member Secretary

Marwah Ph.D




