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File No. ECR/l 3 s4/VSPPUInst/MH

Government of India
Ministry of Health & Family Welfare

Directorate General of Health Services
Offibe of Drugs Controller General (India)

Central Drugs Standard Control Orgarrization

FDA Bharvan, Kotla Road,
Nerv Delhi - 110 002,India
Dated: t?laVl,,;uii

To

The Chairman
Institutional Ethics Connittee
VSPM Dental College & Research Centre
Digdoh Hills, Hingna Road, Nagpur-440019
Maharashtra, India

Sub: - Ethics Commiftee Registration No. ECR/88S/InstlMHJ2}l7 issued under Rule l22DD of the
Drugs & Cosmetics Rules1945.

Sir/IVIatlarn,

Please rpfer to your application submitted to this Dilectorate for the Registration of Ethics
Comnrittee.

Based on the docurnents subrnitted by you, this oflice hereby registers the INSTITUTIONAL
ETHICS COMMITTEE, situated at YSPM DENTAL COLLEGE & RXSEARCH CENTRE,
DIGDOH HILLS, HINGNA ROAD, NAGPUR-440019, MAIIARASIITRA, INDIA u,ith
Registration nutnber ECR/885/Instllvfr{12017 as per the provisions of Rule l22DD of the Drugs and
Cosrnetics Rules, 1945 subject to the follorving conditions:

l. This Registration is subject to the conditions specified under Rule 122DD and Appendix VIII of Schedule-Y of
Drugs and Cosmetics Act, 1940 and Rules 1945.

2. The Ethics Contmittee shall reviery aud accord its approval to a clinical trial at appropriate intervals as specified
in Schedrrle Y and the Good Clinical Practice Guidelines for Clinical Trials in India and other applicable
regulatory r'equirements for safeguarding the rights, safety and rvell-being of the trial subjects.

3. In the case ofany serious adverse event occuring to the clinical trial subjects during the clinical trial, the Ethics
Committee sha(l analyze and forryard its opinion as per procedures specified under APPENDIX XII of
Schedule Y.

4. The Ethics Committee shall allorv inspectors or oficials authorized by the Central Drugs Standard Control
Otganization to enter its premises to inspect any rccord, data or any document related to clinical trial and
provide adequate replies to any quely rdised by such inspectors or officials, as the case may be, in relation to the
conduct of clinical trial.

5. The licensing authoriry shall be informed in rvriting in case of any change in the membership or the
constitution of the ethics committee takes place.

6. All the records of the ethics committee shall be safely maintained aftel the conrpletion or termination of the
study for not less than five years frorn the date of completion or tennination of the {rial (Both in haLd and soft
copies).

7. If the Ethics Comrnittee fails to con:ply rvith any of the conditions of legish'ation, the Licensiug Authority may,
aftet giving an opportunity to shorv cause rvhy such an order should not be passed, by an order in rvriting stating
the reasons therefor, suspend or cancel the regishation of the Ethics Comrnittee for such peLiod as considered
necessaly.

8. This registration shall be in force for a period oftluee years fronr 1he clatc of issuc, rrtless it is sooucr suspentled

or cancelled.
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FiIe No, ECruf 3S4lVSpM/Insr/MH

9' Ethics committee shall consist of not less than seven rnernbers and is subject to a maxinruln of 15. one amongits nternbers, rvho is fiom outside tlte instihrte, shall be appointed as chairnran, one mernber as a Menrbersecretary and rest of the nlembers shall be from rvreoical'{Jeiitin., Non-rraedical and Non scientific fieldsincluding lay public. vvrw'|rrrarv,

10' The cotnmittee slull include at least one tnember,rvhose primary area of irrterest or specialization is Non-scientific and at least one mernber rvho is independent of tir inriit,iiion besicles; there should be appropriategender representation on the Ethics Conrmittee.

I l' The Ethics cornmittee can have as its menrbers, individuals fi'onr other Institutions or communities, if required.
12' Members should be cgnYeJsant witlt the provisions of clinical trials under this schedule, Good clinical practice

Guidelines for clinical trials in India and other regulatory rrqui..i*ni, to safeguard the r ights, safety and well-being ofthe trial subjects.

" ill;:J,t:#,:,1;"t" 
protocol the quorum of Ethics comnrittee shalt be at leasr five menibers rvith the foltorving

I. Ba.sic medical scientist (preferably one pharmacologist)II. Clinician
III. Legal expert
IV' social scientist or representative ofnon-governmental voluntary agency or philosopher orethicist or theologian or a siurilar personlV. Lay person flom conutunify

l4' The members representing rnedical scientist and clinicians shoul<I have post graduate qualilication and adequateexperience in thei. tespective fields atrd arvare of their role .ra i*prmitllities as committee nrember.s.
15' As far as possible,.based on the requirenteut of research area such as HIV, Genetic clisorder, etc., specificpatient group tnay also be repesented in the Ethics Cornnrittee.
l6' There should be no conflict of intercst. The members shall voluntarily rvithdrarv fronr the Ethics committeelneeting rvhile making a decision on an application which r"ot , o .oiinict or int.r"Jrrtri.nlrr.y rr. in4icateditt rvriting to the Chairnran prior to the revierv and be recorded so in ihe minutes. All meurberis shall sign adeclaration on confl ict of intirest.

I7' subject experts or other expe(s rnay be invited to tlre meetings for their advice. But no such expert shall havevoting riglrts. 
uuYrlw' utrt ,u Juurr EiPv

18, This certificate is issued to you on the basis of declaratiorr./suburission byyou thatyours is an Institution andregistration is sought for Instirutional Ethics Conuuittee.

l9' Funding mechanisms for the Ethics conunittee to suppoll their operations should be designed to ensure that thecontrnittees and theil mentbers have no fllrancial incentive to appi*. 
".i.;*t particular shrdies,

20' soP's for ftnding of the Elhics cotnrnittee in order to suppofi their operations must be nraintained, The recordsof inconte & expenditure of Ethics committee shali be rnaintainecl ro,jr*ri.* ancl inspection.
21' The chairrnan of Ethics cornmittee shall enter hto Mou rvith head of institution, that necessary support andfacilities and independence rvill be provided to Efhics Conurrittee una tn.i. recordi ivill be rnainLined as longas requfued,

22' Ethics Cortrntittee may undertake the revierv and rnonitoring of ctinical trial protocols of other investigato(s)and site(s) lvho do not have.tlteir IEC, subject to the condittn that the oihr. ,it", are rvithin the loco- regionalarrd cotnmttnity settitlgs sinrilar to thaiof tire registered Ethics commift... rn. approving ethics comnrifteemust be rvilling to accept their responsibilities for the study at sucli iriui*;t.1uy n,,a rn. ,iirl,irr(O rviling toaccept such arr arrangelnent.

23' Ethics Cotnntittee shall revierv and approve the suitability ofthe investigator and tr.ial site for the proposed trial.The ethics courmittee 
.shall undertikeproper causaliry assessnrent oftAE,s rvith the help of subject expertsrvhere required, for deciding relatedness ind .o*prnrotion, as per condition no ( 3) rnentionect above.

(Dr'. GlN.Tingh)
Drugs Confu'oller Generrl (I) & t,icerrsingfAutlror.itl,
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Institutional Ethics committee, vspM,s Dental college and Research centre, Nagpur

The Institutional Ethics Committee (IEC) was formed in 200g.

The oonstitution of IEC is as per ICMR guiclelines.

IEC is registered with central Drugs standard control organization, Director General of }fealth Services,
Ministry of Health and Family Welfare, Government of India with regisrrarion no ECR/g g'/InstlM?l2lll 

.

Objectives

IEC works with the following objectives,

1' To promote a democratic exchange of scientific and ethical values and conoerns, and to critica lly analyze
them while looking for opportunities to enhance the scientific and ethical integrity of the institution

2' To ensure competent review ancl appraisal ofall scientific ancl ethical aspects ofresearch projects receive<I
in accordance with the appropriate laws and welfare of participants.

3. Consultations for ethics in clinical research.

Functions

The terms of reference for the IEC is to ensure the highest scientific and ethical standartls of research at
VSPMDCRC.The iEC has the following functions

1' To maintain a consistent scientific and ethical framework for patient care and research, and for integrating
ethical values into practice, poricy relationships, and organizationar activities.

2' To review and approve proposals for clinical, basic or translational research for scientific and ethical
content.

3' To improve ethical standards and issue guidelines on ethical dilemmas related to patient care services.

4' To work as a forum to advise the aclministration in case of any ethical issues that may arise from patients,
familiesor public.

W
r nitrotot i:

i;

ttlngna Road, ${agPur'440019
l'*
IL

i' I



SOP

The objective of this SoP is to contribute to the effective functioning of the IEC at the vSpM,S Dental
College and Research Centre, Nagpur so that a quality and consistent ethical review mechanism for health
and biomedical research is put in place to all proposals dealt by the committee.

IEC will review and approve all types of research proposals involving human participants with a view to
safeguard the dignity, rights, safety and well being of actual or potential research participants. The goal of
the research, however important, should never be permitted to override the health and well being of the
research subject

The research protocol should be submitted in the prescribed format of the IEC in triplicate along with the
suggested enclosures till the 7'h of every month. IEC meetings are schecluled once monthly, including 2

meetings fbr approval of synopsis of final dissertation of flrst year PG students. Synopsis presentation of
dissertation topics of PhD scholars also carried out before the submission to MUHS University, Nashik.
Subject experts are invited to enrich and validate the research protocol whenever requireil. According to
committee decision, all research projects in the institution are undertaken only after written approval from
the IEC. lt is mandatory that all research projects by staff, PhD scholars, pG, UG students and interns should
be approved by the IEC. The principal investigator of the research project has to give brief audio-visual
presentation of the research project. certiticate of the approval of the research project is issued to the
principal investigator. The ongoing research projects are reviewed at regular intervals. The principal
investigator has to provide a justification if the research project is not complete<I in the time period
mentioned in the synopsis. All research documents are preserved for a minimum of 5 years after completion
of the study. A completed report of the research project has to be submitted to the IEC of all completed
research projects in the departments.

The IEC will take care that all the cardinal principles of research ethics viz. Autonomy, Beneflcence,
Non-maleficience and Justice' For this purpose, it will look into the aspect of informed consent process, risk
benefit ratio, distribution of burden and benefit anil provisions for appropriate compensation whatever
required' It will review the proposals before start of the studies as well as monitor the research throughout
the study until and after completion by examining the annual report and final reports. The committee will
also examine whether all regulatory requirements and laws are compiled with or not. Institutional ethics
committee of Dental College and Research Centre, Nagpur functions as per Schedule .y, & ICH & GCp
(International council of Harmonization and Good clinical practices) guide lines
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