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has been assessed and found to comply with NABH
Accreditation Standards for Ethics Committee (EC)

W under clinical trial program.
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File No. EC/24/000514

Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 02-Apr-2025

To

The Chairman

Institutional Ethics Committee

Indian Spinal Injuries Center

Sector-C Vasant Kunj New Delhi Delhi South Delhi
Delhi - 110070 India

Subject: Ethics Committee Re-Registration No. ECR/96/Inst/DL/2013/RR-24 issued under New Drugs and
Clinical Trials Rules, 2019.

Sir/Madam,

Please refer to your application no. EC/RENEW/INST/2024/18250 dated 04-Nov-2024 submitted to this
Directorate for the Re-Registration of Ethics Committee.

Please find enclosed registration of the Ethics Committee in Form CT-02 vide Registration No.
ECR/96/Inst/DL/2013/RR-24. The said registration is subject to the conditions as mentioned below:-

Yours faithfully

(Dr. Rajeev Singh Raghuvanshi)
Drugs Controller General (I) &
Central Licensing Authority

Conditions of Registration

1. The registration is valid from 26-Nov-2024 to 25-Nov-2029, unless suspended or cancelled by the Central Licencing
Authority.

2. This certificate is issued to you on the basis of declaration/submission made by you.
3. Composition of the said Ethics Committee is as per the Annexure.

4. No clinical trial or bioavailability or bioequivalence protocol and related documents shall be reviewed by an Ethics
Committee in meeting unless at least five of its members as detailed below are present in the meeting, namely:-

(i) medical scientist (preferably a pharmacologist);

(ii) clinician;

(iii) legal expert;

(iv) social scientist or representative of non-governmental voluntary agency or philosopher or ethicist or theologian or a
similar person;

(v) lay person.

5. The Ethics Committee shall have a minimum of seven and maximum of fifteen members from medical, non-medical,
scientific and non-scientific areas with at least,

(i) one lay person;

(ii) one woman member;

(i) one legal expert;
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Government of India
Ministry of Health & Family Welfare
Department of Health Research
(National Ethics Committee Registry for Biomedical and Health Research)

2nd Floor, IRCS Building,
Red Cross Road,New Delhi — 110001
Date : 15-Feb-2022

To

The Chairperson
Institutional Ethics Committee

Indian Spinal Injuries Center sector-C vasant kunj opposite vasant valley school, City-Delhi, District-South
Delhi - Delhi - 110070

Subject: Ethics Committee Registration No. EC/NEW/INST/2022/DL/0057 issued under New Drugs and
Clinical Trials Rules, 2019

Sir/Madam,

Please refer to your file No. EC/NEW/INST/2019/325, dated 06-Dec-2019 submitted to this
National Ethics Committee Registry for Biomedical and Health Research (NECRBHR, Department of
Health Research) for the Registration of Ethics committee.

Please find the enclosed registration of the Ethics committee in form CT-03 vide Registration No.
EC/NEW/INST/2022/DL/0057, dated 14-Feb-2022. The said registration is subjected to the conditions as
mentioned below.

Yours faithfully,
DAULAT Diialy sgned

by DAULAT RAM

RAM s:tl:;omus
MEENA 095716 40530
(D R Meena)

Deputy Secretary to the Govt of India

Conditions of Registration

The following include few of the conditions to be followed by the Ethics Committees (ECs) registered with the
Designated Authority (NECRBHR, DHR).

1. The registration is valid for a period of five years from the date of its issue, unless suspended or cancelled
by the Designated Authority, NECRBHR, DHR. The EC has been registered for the purpose of reviewing
Biomedical and Health Research. For Clinical Trials review, registration with CDSCO is required.

2. This certificate is issued to you on the basis of declaration/submission made by you.

3. An institution or organization or any person shall conduct any Biomedical and Health Research with the
approval of the Ethics Committee registered under rule 17, Chapter IV of New Drugs and Clinical Trials Rules
2019.

4. The Ethics Committee should be constituted in accordance with the National Ethical Guidelines for
Biomedical and Health Research Involving Human Participants 2017 as may be specified by the Indian
Council of Medical Research from time to time and shall function in accordance with said guidelines.
a) EC composition should be as follows:
i) ECs should be multi-disciplinary and multi-sectoral.
ii) There should be adequate representation of age and gender.
iii) Preferably 50% of the members should be non-affiliated or from outside the institution.

iv) The number of members in an EC should preferably be between 7 and 15 and a
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The Chairman

Indian Spinal Injuries Centre
Sector-C, Vasant Kunj,

New Delhi - 110070

Subject: Renewal of Recognition of Scientific and Industrial Research
Organisations (SIROs).

Dear Sir,

This has reference to your application for renewal of recognition of Indian Spinal
Injuries Centre, New Delhi as a Scientific and Industrial Research Organisation (SIRO)
by the Department of Scientific and Industrial Research under the Scheme on
Recognition of Scientific and Industrial Research Organisations (SIROs), 1988.

2. This is to inform you that it has been decided to accord renewal of recognition to
Indian Spinal Injuries Centre, New Delhi from 01.04.2023 to 31.03.2026. The
recognition is subject to terms and conditions mentioned overleaf.

3. Receipt of this letter may kindly be acknowledged.

Yours faithfully,

A,

(Dr. P.K. Dutta)
Scientist - ‘G’
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Multispeciality Hospital

LIST OF IEC MEMBERS

S.No. Name Designation/ role Current Organization
of member in
Ethics
Committee
1. Dr. Yatish Agarwal Chair Person Vice Chancellor, GS University
2. Dr. Ankur Nanda Member ISIC Multispeciality Hospital
Secretary
3. Dr. Sunil Sharma Member Independent
Consultant
4. Dr. Shefali Walia Member Gurugram University
5. Dr. Veena Verma Member Safdarjung Hospital and VVardhman
Mahavir Medical College, New
Delhi
6. Dr. Rajeev Agarwal Member AIIMS
7. Ms. Nishat Farooq Member Independent Consultant
8. Ms. Ekta Chalageri Member Brahmakumaris
9. Mr. KK Sharma Member Legal Expert
10. Dr. Dinesh Suman Clinician ISIC Multispeciality Hospital
11. Dr. Rajat Mahajan Clinician ISIC Multispeciality Hospital
12. Dr. Apoorv Dua Clinician ISIC Multispeciality Hospital
13. Dr. Rachit Gulati Clinician ISIC Multispeciality Hospital




CLINICAL TRIALS

Title PI

A Randomized, Multi Center, Parallel, Open Label Study Assessing
Clinical and Functional Outcomes after Anterior Cruciate Ligament
(ACL) Reconstruction Procedure Using Suspensory Tibial Fixation with
Open and Closed Peek Button Dr. Vivek Mahajan

Post Market Clinical Follow-up (PMCF) study to evaluate the Safety
and Performance of AUXILOCK® Shoulder Arthroscopy System

Dr. Abhishek Baldawat















