To,

Rile No. BCR/1/ANMSAust/DL/2G13
Direcioraie General of Health Services
wgs Contraller General (Lndia)

FDA Bhawan, Kotla Raad,
New Delhi - 118 602, India

Dated: | i/f ) } FRREN

The Chairmam,

Ethics Committee,

Al India Institute of Medical Seiences,
Room Nea. 102, 1¥ Floor, Old O.T. Block,
Ansari Nagar, New Dellii-110029,

Iudia.

SUB: - Ethics Committee Registration No. ECR/538/Inst/DIL./2014 issued under Rule 122DD of the

Drugs & Cosmetics Rules1945.

Sir/hadam,

Please refer to your application no. nil dated 30.01.2014 submitted to this office for the

Registration of Ethics Committee.

Based on the documents submitted by vou, this office hereby registers EFHICS COMMITTEE,

ALL INDIA INSTITUTE OF MEDICAL SCIENCES situated at ROOM NO. 102, 1 FLOOR, OLD
©.T. BLOCK, ANSARI NAGAR, NEW DELHI-110629, INDIA with Registration number
ECR/538/Inst/DL/2014 as per the provisions of Rule 122DD of the Drugs and Cosmetics Rules, 1945
subject to the following conditions:

L.

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

"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 India and other applicable
regulaiory requirements for safeguarding the rights, safety and well-being of the trial subjects.

In the case of any serious adverse event occurring to the clinical trial subjects during the clinical trial, the Ethics
Committee shall analyze and forward its opinion as per procedures specified under APPENDIX XII  of
Schedule Y. :

The Ethics Committee shall allow inspectors or officials autherized by the Central Drugs 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.

The licensing authority shall be informed in writing in case of any change in the membership or  the
constitution of the ethics committee talies place.

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).

If 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 regisiration of the Ethics Committee for such period as considered
necessary.
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This registration shall be in force for a period of three years from ithe daic o issue, unless it is sooner

suspended or cancelled.

Ethics Cominitice 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 shall be from Medical, Scientific , Non-Medical and Non-
scientific fields including lay public

. The committee sha!l include at least one member whose primary area of inierest 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.

 The Ethics commitiee can have as its members, individuals from other Institutions or Communities, if

required.

Members should be conversant with the provisions of clinical trials under Schedule Y, Good Clinicat
Practice Guidelines for clinical trials in India and other regulatory requirements to safeguard the rights,
safety and well-being of the trial subjects.

. For review of each protocol the quorum of Ethics Committee shall be at least five members with the

following representations:

L. Basic medical scientist (preferably one pharmacclogist)
IL Clinician
j1IN Legal expert
V. Social scientist or representative of non-governmental voluntary agency or philosopher or .

ethicist or theologian or a similar person.
V. Lay person from community

The members representing medical scientist and clinicians should have Post graduate qualification and
adequate experience in their respective fields and aware of their role and responsibilities as committee
members.

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

There should be no conflict of interest. The members shall voluntarily withdraw frore 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. Al members
shall sign a declaration on conflict of interest.

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

. This certificate is issued to you on the basis of declaration/submission by you that yours is an I[nstitution and

registration is sought for Institutional Ethics Committee.
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Ta,

Office of Brugs Contraller anu e QLILQ'?‘

The Chairman,
Ethics Committee,

All Endia institute of Medical Seiences,
Room No. 102, 1% Fioor, Gld Q. T. Block,

Anszri Nagar, New Delhi-110029,

Indiza,

FEA Bhawsan, Kotla Road,
New Delhi — 110 002, [ndia

Bated:

{2 ["‘;'if_,\; X iLi‘

i

Subject: Ethics Committee Registration No. ECR/538/Inst/DL/2014 issued under Rule 122DD of the Drugs &

Cosmetics Rulesi945
Str/fMadam,

Please refer to your application no, Nil dated 30.1.2014 submitted to this office for registration of Ethics

Committee.

Your newly constituted ethics committee is hereby registered vide Reglsttat;on No. ECR/538/Inst/DL/2014
with the following compaosition.

However it is to inform you that your earlier ethics committee registration vide registration certificate no.
ECR/V/Inst/DL/2013 dated (1.04.2013 stands cancelled. Accordingly you are requested to surrender the earljer
registration certificate (ECR/E/Inst/DL/2013 dated 61.04,2013) to this Directorate at the earliest.

Role/Designation in Ethics

Sr. No. Name of membey Qualification Committee

1. Prof. Shashi Wadhwa MBBS, MS Chairman

2. Dr. Pramed Kumar Garg MBE.’S.’ MDD (lnternal Member Secretary/Clinician
Medicine)

"o Dr. Peush Sahni MBBS, MS (General Surgery), Clinician

M.Ch

4, Dr. Sameer Bakshi MBBS, MD ({Pediatrics) Clinician

5. Dr. 8. K. Kabra MBBS, MD (Pediatrics) Clinician

- MD (Internal Medicine), Ph. D, oL

6. Prof. Nikhil Tandon - (Cantab), FNASc Clinician

7. Dr. Virender Kumar Bansal MBBS, MS, FACS (Surgery) Clinician

8. | Dr. (Prof) S.C. Tiwari MD (Medicine), DM Clinician
(Nephrology)

9. Dr. Sameer Bakhshi MBBS, MD (Pediatrics) Clinician

10. Dr. Arun Agarwal MBBS, MS (ENT) Clinician

11 Dr. Chandar Shekhar MD (Epidemiology) Basic Medical scientist

12. Dr. SuEir KumarMaliik MD (Pharmacology) Basic Medical scientist

13, Dr. D.R. Saini, MA, Ph. D, M.Ed., LLB Lay Person

14, Sh. Mahmood Pracha LLB Legal Expert

15. Prof. Rama V. Baru Ph. D Social Worker

(&, Visala}

Deputy Drugs Controller (I) & Licensing Authority




Prof. Shashi Wadhwa, -Chalrperson
Ex- Dean ATIMS &

Ex= Professor of Anatomy, ATIMS

B-114, Sactor- 30, Noids, U.P,

Prof. 5.K. Kabra, ~Co-Chalrman
Deptt. of Pacdiatrics

Prof. Jaya 8. Tyagi, =Meamber
Deptt. of Biotechnology

Prof. Anand Kumair -Member
Head, Deptt, of Raproductive Bislogy

Prof. Rama Choudhry -Mambaear
Depti. of Microblology

Prof. A. Sharlefy, : =Mamber
Deptt, of Anatomy ‘

Prof. M.C.Sharma, -Member
Beptt. of Neuro-Pathology -

Dr. T. Velpandian, -Member
Addl. Professor of Gccular Pharmacology

Dr. D.N.Sharma, -~Member
Addl, Professor of Radio Tharapy {Dr. BRAIRCH)

Dr. Tulika Sseth, -Member
Addl. Professor of Haematology '

Dr. Sanjeay Sinha - -Maember Secratary

Addl. Professor, Deptt, of Medicine

The  Institutional «thical dlesrance for academic Post Graduates

research projects will maet regularly. The applications for ethical clearance
will be considerad within 1 month of submission in the format for athical
clearanca prepared by the Committee. The Institutional Ethics Commitlee
will function as per specified operating procedure {SOP) defined in the ICMR
and DCGI guidelings. The S0P will be updated pericdically depending on
changing requiremants.
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Constitution of WSTITUTE ETHICS COMMITIEE FOR POST GRADUAT

| BESEARCH atithe ATIMS, Mew Dalil,

In supersassion to all pravious orders on the subject cited above, the

Prof. Shashi Wadhwa,

- Ex- Dean AIIMS &

Ex- Professor of Anatomy, AIIMS
B-114, Sector-30, Noida, 1.2,

Mobile No. 9910769909

Email Id: shashiwadhwa@hotmail.com
Prof, S.K.Kabra, '

Deptt. of Paediatrics, AIIMS, Mew Delhi
Talephone No. 26594610

Email Id: skkabra®hotmail.com

Prof. Rita Sood,

Deptt. of Medicine, ATIMS, New Delli
Telephone Mo. 01126594993

Email Id: ritascod@gmail.com

Prof. Suman Kumar,

Principal, Blue Bell Scheool,

Kallash Colony, New Defhi.

Mobile No. 9810517781

Ddﬁﬂéﬁt@n} ALIMS has beem pleased to reconstitute the Instiuie Ethics
Cammfttee for Post Graduaie Resegrel ot the ATIMS, Mew Delhi as under:

~Chairman

=-Co-Chalrman

pembear

=Membear

Email Id: contactus@bluebeliinternational.com

Sh. Mahmood Pracha,

SLC, ATIMS

€-253, 2™ Floor, Defence Colony,
New Delhi-49

Office Tal. No. 41408040

Mobile No. 9811623019

Email Id: mp@legalaxis.net

Prof. Rama V. Baru,

Social Scientist,

=Member

-Member

Deptt. of Centre for Social Medicine and wmmum“ﬂw Hé&@@ﬂth

e B L, Mew Delhi,

7o00 07 Prof- Meerja 8hatla,

Daptt, of Obat. & SGynascolagy
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Prof. Pramod Kumar Garg, ~Membar
Sub-Dean (Research),

Professor of Gastroenterology, ATTMS,”

Mewvy Dalhi

Tel. No. 01126594425

Mobile No. 9810038116

Ermall Id: pgardi0@gmall.com

Prof. Vimi Reward, -Member
Deaptt. of Anaesthesiology, AIIMS, Mew Dellki

Telephone Me. @117@5@321 2

Emall Id: vimirewsri@hetmail.com

Dr. Rohit Bhatia, -Member
Addll. Professor of Meurclogy, ATIMS, Mew Delhi

Tel. Mo. 01126596625

Ermail Id: rohitbhatia7?1@yahoo.com -
Dr Ambuj Kumar ~Member
Additional Professor of Cardiclegy,

AIIMS, Mew Dalhi

Tel Mo. 01126594429

Email Id: drambujroy@omail.con

Dr. Maneesh Singhal, ~piembes
Addl. Profesor Surgery (JPNATC),

ATIMS, Mew Dellhi

Tel. Mo, 01126594809

Mobile Mo. 2868397713

Email Id: drmaneesh@amail.com

Or. V.K.Bansal, =fMember
Sub-Dean (Academic) &

Addl, Professor, Deptt. of Surgery,

ALIMS, New Dalhi

Tel. Mo, 26594622

Fax Mo. 01126589766

Mobile No. 9868397725, 9810348479

Email Id: drvkbansal@gmail.com

Dr. Sanjeav Sinha -Member Secretary
Addl. Professor, Deptt. of Medicine,

ATTMS, New Delhi

Tel, No. 2659440

Mobile No, 9868397242, ©2310164416

Email Id: sarmwsmha@rm@tmmﬂ COMm

Al research U!r@J@rgta . redated e L DPred
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dwivédi@aiims.ac.in

Prof. Pramod Kumar Garg, =Membar
Sub-Dean (Research), '
Profassor of Gastroenterology, ATINS,

Mawy Dalhi

Tel. No. 02126594425

Mobile o, 9810038116

Email-1d: pgardl0@gmail.com

Prof. Yimi Rewari, ~Member
Deptl. of Anaesthesiology, AIIMS, Mew Delhi

Telephone No. @11?{55‘93?1?

Emall Id: vimirewari®@hotmail.com

Dr. Ronhit Bhatia, -Membeyr
Addl. Professor of Neurclogy, ATIMS, Mew Delki

Tel. No. 01126596625

Email Id: rehitbhatia? 1@vahoo.com ‘
Dr Ambuj Kumar ~Mamber
Additional Professor of Cardiology, |

AIIMS, Mew Dalhij

Tel No. 01126594420

Email 1d: drambujroy@omail.con

Dr. Maneesh Singhal, ~Member
Addl. Profesor Surgery (IPNATC),

ALITMS, New Delhi

Tel. No. 01126594309

Mobile Mo. 9868397713

Email ¥d: drmaneesh@gmail.com

Or. V.I.Bansal, =Membar
Sub-Dean (Academic) &

Addl. Professor, Deptt. of Surgery,

ATIMS, New Delhi

Tel, No. 26594622

Fax Mo. 011265897686

Mobile Mo. 9868397725, 9810348479

Email Id: drvkbansai@gmail.com
Dr. Sanjeev Sinha ~Member Secretary
Addl. Professor, Deptt. of Medicine,

ATIMS, New Delhi

el No, 2659440

Mobile No. 90868397242, G5 in1Ea416

Email Tds: Sarmjﬂssmha@l‘m@ﬁmmu O
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