
Government of India
Ministry of Health & Family Welfare

Department of Health Research

2nd Floor, IRCS Building,
New Delhi - 110001

Dated : 30-Aug-2022

Provisional Certificate

Provisional registration of the Ethics Committee relating to Biomedical and Health
Research with the National Ethics Committee Registry for Biomedical and Health
Research (NECRBHR), Department of Health Research (DHR).

File No. - EC/NEW/INST/2022/2677

Subject:

In exercise of the powers conferred by sub-rule (3) of rule 17 of the New Drugs and Clinical Trials
Rules, 2019, the designated authority in the Department of Health Research, Ministry of Health &
Family Welfare, hereby provisionally registers and permits the following Ethics Committee to
perform the duties of ethics committee as specified in Chapter–IV of the New Drugs and Clinical
Trials Rules, 2019.

2. The Ethics Committee shall observe all the conditions as stipulated in Chapter-IV of the aforesaid
Rules, i.e., New Drugs and Clinical Trials Rules, 2019 and the National Ethical Guidelines for
Biomedical and Health Research Involving Human Participants, specified by the Indian Council of
Medical Research (ICMR).

3. The designated authority shall scrutinize the documents and information furnished with the
application by the Ethics Committee for the issue of final registration certificate.

4. The above provisional registration shall be valid for a maximum period of two years from the date
of its issue or till grant of final registration or rejection of provisional registration, whichever is
earlier.

Contact No: 04422460619
Fax : -NA-

Name : Sree Balaji Dental College and Hospital IEC

Address : Sree Balaji Dental College and Hospital, Velachery main Road,
Narayanapuram,  Pallikaranai,  Chennai , Kanchipuram, Tamil Nadu -
600100

(Anu Nagar)
Joint Secretary

Department of Health Research
Designated Authority



EC Ryi 298 I Balaj i De nta l/l nsUTN/2O 1 S/Re-Reg istrati o n -20 I 8

Government of India
Directorate General of Health Services

Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

FDA Bhawan, Kotla Road,
New Delhi - 110 002, lndia
Dated: l3ltgy ?019

To

The Chairman
I nstitutional Ethics Committee
Sree Balaji Dental Gollege and Hospital
Vetachery Main Road, Narayanapuram, Pallikaranai
Clienna!- G00100, Tamii l,iadu, lndia

Sub:- Ethics Committee Re-Registration No. ECR/761/lnsUTN/2015/RR-18 issued under Rule

122DD of the Drugs & Cosmetics Rules,1945.

Sir/Madam,

Please refer to your application submitted to this
Ethics Committee.

Directorate for the Re-Registration of

Based on the documents submitted by you, this office hereby re-registers the
INSTITUTIONAL ETHICS COMMITTEE situated at SREE BALAJI DENTAL COLLEGE AND
HOSPITAL, VELACHERY MAIN ROAD, NARAYANAPURAM, PALLIKARANAI, CHENNAI-
600100, TAMIL NADU, INDIA with Re-Registration Number ECR/761/lnsUTN/2015/RR-18 as per

the provisions of Rule 122DD of the Drugs and Cosmetics Rules, 1945 subject to the following
conditions:

1. The re-registration shall be in force from 21.08 2018 to 20.08 .2021, unless it is sooner

suspended or cancelled.

2. This registration is subject to the conditions gpecified undlJ Rule 122DD and Appendix
Vlll cf Schedule-Y of Dri:g.sand coswel,it;*,F^d,,1911and P,lilcs 1945.

3. The Ethics Committee shall review and accord its approval to a clinical trial at appropriate

intervals as specified in Schedule Y and the Good Clinical Practice Guidelines for Clinical

Trials in lndia and other applicable regulatory requirements for safeguarding the rights,

safety and well-being of the trial subjects.

4. ln the case of any serious adverse event occurring to the clinical trial subjects during the

clinical trial, the Ethics Committee shall analyze and fonruard its opinion as per procedures

specified under APPENDIX Xll of Schedule Y.

5. The Ethics Committee shall allow inspectors or officials authorized by the Central Drttgs

Standard Control Organization to enter its premises to inspect any record, data or any

document related to clinical trial and provide adequate replies to any query raised by such

inspectors or officials, as the case may be, in relation to the conduct of clinical trial.

6. The licensing authority shall be informed in writing in case of any change in the

membership or the constitution of the ethics committee takes place.

t*{+{q {{qd
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7. All the records of the ethics committee shall be safely maintained after the completion or
termination of the study for not less than five years from the date of completion or
termination of the trial (Both in hard and soft copies).

8. lf the Ethics Committee fails to comply with any of the conditions of registration, the
Licensing Authority may, after giving an opportunity to show cause why such an order
should not be passed, by an order in writing stating the reasons therefore, suspend or
cancel the registration of the Ethics Committee for such period as considered necessary.

9. Ethics Committee shall consist of not less than seven members and is subject to a
maximum of 15. One among its members, who is from outside the institute, shall be
appointed as chairman, one member as a Member Secretary and rest of the members
sha!i be frcm Medical, Scientific, Non-lvledical and Non-scientific fields including lay
public.

10.The committee shall include at least one member whose primary area of interest or
specialization is Non-scientific and at least one member who is independent of the
institution besides; there should be appropriate gender representation on the Ethics
Committee.

11.The Ethics committee can have as its members, individuals from other lnstitutions or
Communities, if required.

l2.Members should be conversant with the provisions of clinical trials under this Schedule,
Good Clinical Practice Guidelines for ctinical. trials in lndia and other regulatory
requirements to safeguard the-iights, safety and'i,Vdt1-peing of the trial subjects.

13.For review of each protQdol the quo-Iurn,pf Ethics'i,.Qommittee shall be at least five
members with the following r"pr"qe,itq(N\$i,:i'tr til,.

l. Basic medical scientisi$p$-fBr!$$ one pharmgcotogist)
ll. Clinician
lll. Legal expert
lV. Social scientisldr-Yb0r.dS'eiltatilldlbf hSn-governmental voluntary agency or

philosopher or ethicist or theologian or a similar person.
v' Lay person il'o..' comrnuniiy''i.-.,:..,i..,,..: 

. i.r.i

14.The members representindJrrcOical scientist anO-cliriicians should have Post graduate
qualification and adequate experience in their respective fields and aware of their role and
responsi b i I ities as com m ittee meni berS, i.'...)\ r''"'

1S.As far as possible, based on the requirement of research area such as HlV, Genetic
disorder, etc., specific patient group may also be represented in the Ethics Committee.

16.There should be no conflict of interest. The members shall voluntarily withdraw from the
Ethics Committee meeting while making a decision on an application which evokes a
conflict of interest which may be indicated in writing to the Chairman prior to the review
and be recorded so in the minutes. All members shall sign a declaration on conflict of
interest.

lT.Subject experts or other experts may be invited to the meetings for their advice. But no
such expert shall have voting rights.

18.This certificate is issued to you on the basis of declaration/submission by you that yours is
an lnstitution and re-registration is sought for lnstitutional Ethics Committee.
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-lg.Funding 
mechanism for the Ethics Committee to support their operations should be

designJd to ensure that the committee and their members have no financial incentive to

approve or reject particular studies"

20. SOp's for funding of the Ethics committee in order to support their operations must be

maintained. The records of income & expenditure of Ethics Committee shall be

maintained for review and inspection.

21.The Chairman of Ethics Committee shall enter into MOU with head of institution, that

necessary support and facilities and independence will be provided to Ethics Committee

and their records will be maintained as long as required.

22. Ethics Committee may undertake the review and monitoring of clinical trial protocols of

other investigator(s; and site(s) who do not have their lEC, subject to the condition that

the other sites are within the toco- regional and community settings similar to that of the

registered Ethics committee. The appigvj;1S gjrycr committqe must be willing to accept

their responsibilities for tie study ,i'rui&'"frWdfae(s) and the'{tial site(s) r,villing to accept

such an arrangement.

23. Ethics Committee shall review and approve the suitability of the investigator and trial site

for the proposed trial. The ethics committee shall undertake proper causality

assessment of SAE's with the help of subject experts where required, for deciding

relatedness and compensation, as per condition no (4) mentioned above.

Yours faithfullY,

..4'-/_t_r_.t ira
- ---

(Dr. S. Eswara ReddY)

D r u s s c o n tro I I e r G e n e ra I ( | ) + i g: gg\hq df HLTSV
Drugs Contrclier General (lndia)
Dte. Generei of Healih Seivices

Ministry of Health and Famiiv \vi:lf:r*
FDA Bhawan, Kotla Roaci, l.-4.O.

tt€w Deihi-110r]02
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Government of lndia
Directorate General of Health Services

Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

FDA Bhawan, Kotla Road,
New Delhi - 110 002, lndia
Dated: I3N0V ?UiU

The Ghairman
lnstitutional Ethics Com m ittee
Sree Balaji Dental College and Hospital
Velachery Main Road, Na rayanapuram, paltikaranai
Chennai- 600100, Tamil Nadu, lndia

Sub: - Eihics Committee Re-Registration No. ECR/761/lnsUTN/2015/RR-18 issued under Rule
122DD of the Drugs & Cosmetics Rules,1g45.

Sir/Madam,

Please refer to your application submitted to this Directorate for the Re-Registration of
Ethics Committee.

Your Ethics Committee is hereby re-registered under Rule 122DD vide Re-Registration No.
ECRf6lrlnsUTilI20lSrRR-18 with the following composition and all the condition menlioned under
the Re-Registration certificate issued to you.

raiq aqi

Sr. j Name of member
No. l

Qualification Role/Designation in Ethics
Committee

1.

,

Dr. Sathish Kumar MDS (Oral Pathology &
Microbioloqv)

Chairman

Dr. K Mahalakshmi Ph.D (Medical Microbiology) Member Secretary
3. Dr. A. Subbiya tvlDs {eo n servative De ntistry

& Endodontics)
Clinician

4. Dr. R. Karthikeyan ,:,
i;:/

Clinician

5. Dr. Arul Amutha Eliz&eth W Basic Medical Scientist
6. Dr. Vidya Rani

/'{n Basic Medical Scientist

7. Mrs. Divya Damodarq Lay Person
8. Mrs. Anuradha Balaji :'.", Legal Expert
9. Dr. Anitha Mahendran '/-, Social Scientist
10. Dr. A. Julius f,t(.Aqgtwhdfriistry) Scientific Member
11. Dr. K. Padmavathy Ph.D (Medical Microbiology) Scientific Member

Yours faithfully,

AiL
(Dr. S. Efwara Reddy)

Drugs Controiler Geherat (t) & bbgnEhgnft#rerjW
Drugs Controller General (lndia)
Dte. General of Health Services

Ministry of Heatth and Famity Welfare
too tlf#BJn:fla Road, t.r, o.

MD (Ehyslcat Medicine &
Qalr ahltiT.i,li'ax\t \q Bwfvtll

l4A, M. Phil, Ph.Q(Sociology)
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