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Dr.N.Gopukumar
Joint Secretary
Ph 011-23604219
_ucc acin
ema‖ :oOoukumar uoc@nicJn

No Fl‐ 1/2023(CPP‐ 1/DU)

The Registrar,
MGM institute of Health Sclences

(Deemed to be University),
MGM Campus,Sector-1,
Kamothe,Navi Mumbal-410209,
Maharashtra.

UNIVERSITY GRANTS COMMiSS10N
BAHADURSHAH ZAFAR MARG
NEW DELH:110002

Bv Emai:

October,2023

06 00T 2023

Sutte∝
 :酬評梶11器せ樫ご咄「

ほd Deemed b be U面 vαttes undσ
1956

Sir,

This has reference to your application submitted for 12B status. The
Commission in its 572nd rneeting held on 20 09.2023 considered the application and

decided to grant 12B status to MGM !nstitute of Health Sciences(Deemed to be
Un市ersity), MGM Campus, Sector - 1, Kamothe, Navi Mumbal- 410209,
Maharashtra The status is suttect tO the condition that the financial assistance
under a‖ UGC schemes sha‖ be‖mited to those relating to teachers and students

only

A∝ordingly,the MGM lnstitute of Heanh Sciences(Deemed to be university)

is inciuded under section 12B of the UGC Act 1956 to be eligib:e for central

assistance.

Yours falhfu‖ y,

N
(N.Gopuk

…
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National Institutional Ranking Framework
Ministry of Education

Government of India

Gallery Contact

Back

India Rankings 2023: University (Rank-band: 151-200)

Institution list in alphabetical order

Name City State

Ahmedabad University Ahmedabad Gujarat

Amity University Rajasthan,Jaipur Jaipur Rajasthan

Anand Agricultural University Anand Gujarat

B. S. Abdur Rahman Crescent Institute of Science and Technology Chennai Tamil Nadu

Central Agricultural University Imphal West Manipur

Central University of Karnataka Gulbarga Karnataka

Central University of Rajasthan Kishangarh Rajasthan

Charotar University of Science & Technology Changa Gujarat

Chaudhary Sarwan Kumar Himachal Pardesh Krishi Vishvavidyalaya Kangra Himachal Pradesh

Dharmsinh Desai University Nadiad Gujarat

Dr Rajendra Prasad Central Agricultural University, Samastipur Samastipur Bihar

English & Foreign Languages University Hyderabad Telangana

Fakir Mohan University Balasore Odisha

Guru Angad Dev Veterinary & Animal Sciences University Ludhiana Punjab

JSS Science and Technology University Mysuru Karnataka

Kakatiya University Hanumakonda Telangana

Kannur University Kannur Kerala

Karnataka Vetrinary, Animal & Fisheries Science University, Nandinagar Bidar Karnataka

Karpagam Academy of Higher Education Coimbatore Tamil Nadu

KLE Technological University Dharwad Karnataka

LNCT University Bhopal Madhya Pradesh

Maharashi Markandeshwar University, Solan Solan Himachal Pradesh

Mahatma Phule Krishi Vidyapeeth, Rahuri Rahuri Maharashtra

Maulana Azad National Urdu University Hyderabad Telangana

MGM Institute of Health Sciences, Navi Mumbai Navi Mumbai Maharashtra

Pandit Deendayal Energy University Gandhinagar Gujarat

Parul University Vadodara Gujarat

Pravara Institute of Medical Sciences, Ahmednagar Ahmednagar Maharashtra

Pt. Ravishankar Shukla University Raipur Chhattisgarh

Rabindranath Tagore University Raisen Madhya Pradesh

Rajasthan University of Health Sciences, Jaipur Jaipur Rajasthan

Rashtriya Sanskrit Sansthan, New Delhi Delhi Delhi

Sant Longowal Institute of Engineering & Technology Longowal Punjab

Shivaji University Kolhapur Maharashtra

Shri Mata Vaishno Devi University Katra Jammu and Kashmir

Sikkim University Gangtok Sikkim

Sri Chandrasekharendra Saraswathi Viswa Mahavidyalaya Kancheepuram Tamil Nadu

Sri Devraj Urs Academy of Higher Education and Research Kolar Karnataka

Sri Karan Narendra Agriculture University JOBNER Rajasthan

Sri Padmavathi Mahila Visvavidyalayam Tirupathi Andhra Pradesh

Sri Sathya Sai Institute of Higher Learning Anantapur Andhra Pradesh

Sri Venkateswara Institute of Medical Sciences Tirupati Andhra Pradesh

Sumandeep Vidyapeeth, Vadodara Vadodara Gujarat
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Dr. Atul Mohan Kochhar 
Chief Executive Offi cer

Scope of Accreditation

National Accreditation Board for Hospitals & Healthcare Providers 
5th Floor, ITPI Building, 4A, Ring Road, IP Estate, New Delhi 110 002, India

Phone: +91-11-42600600,  Fax: +91-11-2332 3415 • Email: helpdesk@nabh.co • Website: www.nabh.co

NABH and the NABH Accreditation Standards for Hospitals are ISQua Accredited

H-2015-0305

NABH

H-2015-0305

*004315*

SI No. 004315

Certificate No. H-2015-0305MGM New Bombay Hospital
Sector 3, Plot 35, Vashi
Navi Mumbai - 400703, Maharashtra Valid from : September 02, 2021

Valid thru  : June 03, 2025

 Clinical Services 
• Anaesthesiology including Neuro 

anaesthesia 
• Critical Care 
• Cardiac Anaesthesia 
• Cardiology  
• Cardiothoracic and Vascular Surgery 
• Clinical Haematology including 

Hemato-oncology 
• Dermatology and Venereology 
• Endocrinology 
• Emergency Medicine 
• General Medicine 
• General Surgery including bariatric 

surgery 
• Infectious Diseases 
• Medical Gastroenterology 
• Medical Oncology 
• Nephrology  
• Neurology 
• Neurosurgery including Spine Surgery 
• Obstetrics and Gynaecology including 

high risk obstetrics 
• Ophthalmology 
• Orthopaedic Surgery including Sports 

Medicine 
 

 

 

 

� Otorhinolaryngology 
• Paediatric Cardiology (Interventional 

and Non Interventional) 
•  Paediatric Gastroenterology 
• Paediatric Surgery 
• Plastic and Reconstructive Surgery 
• Paediatrics including Neonatology 
• Psychiatry (OPD) 
• Respiratory Medicine 
• Radiology including Neuro- Radiology 
• Surgical Gastroenterology 
• Surgical Oncology 
• Transplant (Renal and Cornea) 
• Thoracic Surgery 
• Urology 
Diagnostic Services 
• 2 D Echo 
• Audiometry  
• Bone Densitometry 
• CT Scanning 
• DSA lab 
• EEG 
• EMG/EP 
• Gamma Camera 
• Holter Monitoring 

 

 

 

 

 

• MRI 
• Mammography 
• Spirometry 
• Tread Mill Testing 
• Ultrasound 
• Urodynamic Studies 
• X-Ray 

       Laboratory Services  
• Clinical Bio-Chemistry 
• Clinical Microbiology and Serology 
• Clinical Pathology 
• Cytopathology 
• Haematology  
• Histopathology 
• Molecular Biology 

    Pharmacy 
• Dispensary 

     Transfusions Services 
• Blood Transfusions services 

     Professions Allied to Medicine  
• Dietetics  
• Physiotherapy 
• Psychology 
• Speech and Language Therapy 

     Support Services 
• Ambulance 

 

Date of First Certification: June 04, 2018
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MGM MEDICAL COLLEGE & HOSPITALS, CENTRAL
LABORATORY

has been assessed and accredited in accordance with the standard

ISO 15189:2012
''Medical laboratories - Requirements for quality and

competence''
for its facilities at

PLOT NO 1 & 2, NH4 JUNCTION, SION - PANVEL EXPRESS WAY, MUMBAI, MAHARASHTRA, INDIA

in the field of

Medical Testing
Certificate Number: MC-2166

Issue Date: 26/04/2022 Valid Until: 25/04/2024

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to continued
satisfactory compliance to the above standard & the relevant requirements of NABL.

(To see the scope of accreditation of this laboratory, you may also visit NABL website www.nabl-india.org)

Name of Legal Identity : Mahatma Gandhi Mission

Signed for and on behalf of NABL

N. Venkateswaran
Chief Executive Officer
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MGM'S CENTRAL PATHOLOGY
LABORATORY,MAHATMA GANDHI MISSION HOSPITAL

has been assessed and accredited in accordance with the standard

ISO 15189:2012
''Medical laboratories - Requirements for quality and

competence''
for its facilities at

N-6, CIDCO, AURANGABAD, MAHARASHTRA, INDIA

in the field of

Medical Testing
Certificate Number: MC-2839

Issue Date: 29/06/2023 Valid Until: 28/06/2025

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to continued
satisfactory compliance to the above standard & the relevant requirements of NABL.

(To see the scope of accreditation of thislaboratory, you may also visit NABL website www.nabl-india.org)

Name of Legal Identity: MAHATMA GANDHI MISSION HOSPITAL

Signed for and on behalf of NABL

N. Venkateswaran
Chief Executive Officer
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MGM NEW BOMBAY HOSPITAL VASHI PATHOLOGY
LABORATORY

has been assessed and accredited in accordance with the standard

ISO 15189:2012
''Medical laboratories - Requirements for quality and

competence''
for its facilities at

PLOT NO: 35, SECTOR 3,VASHI, NAVI MUMBAI, THANE, MAHARASHTRA, INDIA

in the field of

Medical Testing
Certificate Number: MC-2140

Issue Date: 19/05/2022 Valid Until: 18/05/2024

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to continued
satisfactory compliance to the above standard & the relevant requirements of NABL.

(To see the scope of accreditation of this laboratory, you may also visit NABL website www.nabl-india.org)

Name of Legal Identity : Mahatma Gandhi Mission

Signed for and on behalf of NABL

N. Venkateswaran
Chief Executive Officer
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Government of India
Ministry of Health & Family Welfare

Department of Health Research

2nd Floor, IRCS Building,
New Delhi - 110001
Dated : 27-Jan-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/2021/2255

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: 022-27433404, 27437991, 27437992
Fax : 022-27431094

Name : MGM Medical College Institutional Ethics Committee, Navi Mumbai,

Address : MGM Medical College and Hospital, Navi Mumbai, Sector-1, Kamothe,
Navi Mumbai, 410209.,  Navi Mumbai, Raigad, Maharashtra - 410209

(Anu Nagar)
Joint Secretary

Department of Health Research
Designated Authority
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File No. EC/19/000510 

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: 20-Mar-2020 

 

To 

 
The Chairman 

Ethics Committee for Research on Human Subjects 

MGM Institute of Health Sciences 

Sector -1 Kamothe Navi Mumbai Raigad Maharashtra - 

410209 India 
 

Subject: Ethics Committee Re-Registration No. ECR/457/Inst/MH/2013/RR-20 issued under New Drugs and 

Clinical Trials Rules, 2019. 

 
Sir/Madam, 

 
Please refer to your application no. EC/RENEW/INST/2019/6200 dated 30-Sep-2019 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/457/Inst/MH/2013/RR-20. The  said  registration is  subject to  the  conditions as  mentioned below:- 

 

Yours faithfully 
 
 
 
 
 
 

(Dr. V.G. Somani) 

Drugs Controller General (I) & 

Central Licensing Authority 
 

Conditions of Registration 

1. The registration is valid from 20-Mar-2020 to 19-Mar-2025, 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, 
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non-medical, scientific and non-scientific areas with at least, 

(i) one lay person; 

(ii) one woman member; 

(iii) one legal expert; 

(iv) one independent member from any other related field such as social scientist or representative of non- 

governmental voluntary agency or philosopher or ethicist or theologian. 

 
6. One member of the Ethics Committee who is not affiliated with the institute or organization shall be the 

Chairperson, and shall be appointed by such institute or organization and one member who is affiliated with the 

institute or organization shall be appointed as Member Secretary of the Ethics Committee by such Institute or 

organization. 

 
7. The Ethics Committee shall consist of at least fifty percent of its members who are not affiliated with the 

institute or organization in which such committee is constituted. 

 
8. The committee shall include at least one member whose primary area of interest or specialisation is non- 

scientific and at least one member who is independent of the institution. 

 
9. The Ethics committee can have as its members, individuals from other Institutions or Communities, if 

required. 

 
10. Members should be conversant with the provisions of New Drug and Clinical Trials Rules, 2019, Good 

Clinical Practice Guidelines for clinical trials in India and other regulatory requirements to safeguard the rights, 

safety and well-being of the trial subjects. 

 
11. The members representing medical scientists and clinicians shall possess at least post graduate 

qualification in their respective area of specialization, adequate experience in the respective fields and requisite 

knowledge and clarity about their role and responsibility as committee members. 

 
12. 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. 

 
13. The Ethics Committee may associate such experts who are not its members, in its deliberations but such 

experts shall not have voting rights, if any 

 
14. No member of an Ethics Committee, having a conflict of interest, shall be involved in the oversight of the 

Clinical trial or bioavailability or bioequivalence study protocol being reviewed by it and all members shall sign a 

declaration to the effect that there is no conflict of interest. 

 
15. While considering an application which involves a conflict of interest of any member of the Ethics 

Committee, such member may voluntarily withdraw from the Ethics Committee review meeting, by expressing 

the same in writing, to the Chairperson. The details in respect of the conflict of interest of the member shall be 

duly recorded in the minutes of the meetings of the Ethics Committee. 

 
16. Any change in the membership or the constitution of the registered Ethics Committee shall be intimated 

inwriting to the Central Licencing Authority within thirty working days. 

 
17. The Ethics Committee shall review and accord approval to a Clinical trial, Bioavailability and Bioequivalence 

study protocol and other related documents, as the case may be, in the format specified in clause (B) of Table 1 

of the Third Schedule of New Drugs and Clinical Trials Rules, 2019 and oversee the conduct of clinical trial to 

safeguard the rights, safety and wellbeing of trial subjects in accordance with these rules, Good Clinical 

Practices Guidelines and other applicable regulations. 

 
18. Where a clinical trial site does not have its own Ethics Committee, clinical trial at that site may be initiated 

after obtaining approval of the protocol from the Ethics Committee of another trial site; or an independent Ethics 

Committee for clinical trial constituted in accordance with the provisions of rule 7: provided that the approving 

Ethics Committee for clinical trial shall in such case be responsible for the study at the trial site or the centre, as 

the case may be: provided further that the approving Ethics Committee and the clinical trial site or the 

bioavailability and bioequivalence centre, as the case may be, shall be located within the same city or within a 

radius of 50 kms of the clinical trial site. 

 
19. Where a Bioavailabil ity or Bioequivalence study centre does not have its own Ethics 

Committee,bioavailability or bioequivalence study at that site may be initiated after obtaining approval of the 

protocol from the Ethics Committee registered under rule 8:Provided that the approving Ethics Committee shall 
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such case be responsible for the study at the centre:Provided further that both the approving Ethics Committee 

and the centre, shall be located within the same city or within a radius of 50 kms of the bioavailability or 

bioequivalence study centre. 

 
20. Ethics committee shall indicate the reasons that weighed with it while rejecting or asking for a change or 

notification in the protocol in writing and a copy of such reasons shall also be made available to the Central 

Licencing Authority. 

 
21. Ethics committee shall make, at appropriate intervals, an on-going review of the trials for which they have 

reviewed the protocol. Such a review may be based on the periodic study progress reports furnished by the 

investigators or monitoring and internal audit reports furnished by the sponsor or by visiting the study sites. 

 
22. Where any serious adverse event occurs to a trial subject or to study subject during clinical trial or 

bioavailability or bioequivalence study, the Ethics Committee shall analyse the relevant documents pertaining to 

such event and forward its report to the Central Licencing Authority and comply with the provisions of Chapter 

VI, New Drugs and Clinical Trials Rules, 2019. 

 
23. The Ethics committee shall undertake proper causality assessment of SAE’s with the help of subject experts 

wherever required, for deciding relatedness and quantum of compensation, as per condition no (22) mentioned 

above. 

 
24. Where at any stage of a clinical trial, it comes to a conclusion that the trial is likely to compromise the right, 

safety or wellbeing of the trial subject, the Ethics committee may order discontinuation or suspension of the 

clinical trial and the same shall be intimated to the head of the institution conducting clinical trial and the Central 

Licencing Authority. 

 
25. Ethics committee shall comply with the requirements or conditions in addition to the requirements specified 

under the Drugs & Cosmetics Act, 1940 and New Drugs and Clinical Trials Rues, 2019, as may be specified by 

the Central Licencing Authority with the approval of the Central Government, to safeguard the rights of clinical 

trial subject or bioavailability or bioequivalence study subject. 

 
26. Ethics Committee shall review and approve the suitability of the investigator and trial site for the proposed 

trial. 

 
27. The Ethics Committee shall maintain data, record, registers and other documents related to the functioning 

and review of clinical trial or bioavailability study or bioequivalence study, as the case may be, for a period of 

five years after completion of such clinical trial. 

 
28. Funding mechanism for the Ethics Committee to support their operations should be designed and approved 

to ensure that the committee and their members have no financial incentive to approve or reject particular 

study. 

 
29. 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. 

 
30. 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. 

 
31. The Ethics Committee shall allow any officer authorized by the Central Licencing Authority to enter, with or 

without prior notice, to inspect the premises, any record, or any documents related to clinical trial, furnish 

information to any query raised by such authorized person, in relation to the conduct of clinical trial and to verify 

compliance with the requirements of these rules, Good Clinical Practices Guidelines and other applicable 

regulations for safeguarding the rights, safety and well-being of trial subjects. 

 
32. Where Central Licencing Authority is of the opinion that Ethics Committee fails to comply with any provision 

of the Drugs and Cosmetics Act, 1940and New Drugs & Clinical Trials Rules, 2019, it may issue show cause 

notice to such Ethics Committee specifying therein such non-compliances and the period within which reply 

shall be furnished by such Ethics Committee. After consideration of the facts and reply given by the Ethics 

Committee, the Central Licencing Authority may take one or more actions specified under provision of Rule 14, 

Chapter III of New Drugs and Clinical Trials Rules, 2019. 

61



Page 4  

File No. EC/19/000510 

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: 20-Mar-2020 
 

Composition of the Ethics Committee:- 
 
 

Sr. 

No. 

Name of Member Qualification Role/Designation in Ethics 
Committee 

1 Dr. Shirish Joshi MBBS (MD-Pharmacology) Basic Medical Scientist 

2 Dr. Prakash Prabhakarrao Doke MBBS (PSM ) Clinician 

3 Dr. G.S Narshetty MBBS (MS Surgery) Clinician 

4 Dr. Alaka Deshpande MBBS (MD Medicine ) Chair Person 

5 Dr. Savita Ramesh Shahani MBBS (MD Pharmacology) Member Secretary 

6 Dr. KARUNA RAMRAJE MALVIYA Others (Master of Law) Legal Expert 

7 Mr. Eknath A Patil B. COM (CA) Lay Person 

8 Mr. Jagdish Chandra Sharma BSc (MPhil ) Social Scientist 

9 Dr. Chander Prakash Puri BSc (PhD) Scientific Member 

10 Dr. Smita Mahale Ph.D Scientific Member 

11 Dr. Abhijit De M.Phill, Ph.D (Cytogenetics) Scientific Member 

12 Dr. Ipseeta Ray Ph.D Scientific Member 

13 Dr. Atmaram Bandivdekar Ph.D Scientific Member 

14 Dr. Raman P. Yadav Ph.D Scientific Member 

 
 

 
(Dr. V.G. Somani) 

Drugs Controller General (I) & 

Central Licensing Authority 
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Government of India
Ministry of Health & Family Welfare

Department of Health Research

2nd Floor, IRCS Building,
New Delhi - 110001
Dated : 27-Jan-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/2021/2255

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: 022-27433404, 27437991, 27437992
Fax : 022-27431094

Name : MGM Medical College Institutional Ethics Committee, Navi Mumbai,

Address : MGM Medical College and Hospital, Navi Mumbai, Sector-1, Kamothe,
Navi Mumbai, 410209.,  Navi Mumbai, Raigad, Maharashtra - 410209

(Anu Nagar)
Joint Secretary

Department of Health Research
Designated Authority
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FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 07-Oct-2020

File No. EC/20/000329

Government of India
Directorate General of Health Services

Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

Subject: Ethics Committee Re-Registration No. ECR/581/Inst/MH/2014/RR-20 issued under New Drugs and
Clinical Trials Rules, 2019.

Sir/Madam,

    Please refer to your application no. EC/RENEW/INST/2020/9615 dated 09-Sep-2020 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/581/Inst/MH/2014/RR-20. The said registration is subject to the conditions as mentioned below:-

To

The Chairman
MGM ETHICS COMMITTEE FOR RESEARCH ON
HUMAN SUBJECT
MGM Medical College And Hospital
N-6 , CIDCO Aurangabad Aurangabad Aurangabad
Maharashtra - 431003 India

Yours faithfully

(Dr. V.G.  Somani)
Drugs Controller General (I) &

Central Licensing Authority

1. The registration is valid from 11-Sep-2020 to 10-Sep-2025, 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.

Conditions of Registration
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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;
    (iii) one legal expert;
    (iv) one independent member from any other related field such as social scientist or representative of non-
governmental voluntary agency or philosopher or ethicist or theologian.

6. One member of the Ethics Committee who is not affiliated with the institute or organization shall be the
Chairperson, and shall be appointed by such institute or organization and one member who is affiliated with the
institute or organization shall be appointed as Member Secretary of the Ethics Committee by such Institute or
organization.

7. The Ethics Committee shall consist of at least fifty percent of its members who are not affiliated with the
institute or organization in which such committee is constituted.

8. The committee shall include at least one member whose primary area of interest or specialisation is non-
scientific and at least one member who is independent of the institution.

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

10. Members should be conversant with the provisions of New Drug and Clinical Trials Rules, 2019, Good
Clinical Practice Guidelines for clinical trials in India and other regulatory requirements to safeguard the rights,
safety and well-being of the trial subjects.

11. The members representing medical scientists and clinicians shall possess at least post graduate
qualification in their respective area of specialization, adequate experience in the respective fields and requisite
knowledge and clarity about their role and responsibility as committee members.

12. 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.

13. The Ethics Committee may associate such experts who are not its members, in its deliberations but such
experts shall not have voting rights, if any

14. No member of an Ethics Committee, having a conflict of interest, shall be involved in the oversight of the
Clinical trial or bioavailability or bioequivalence study protocol being reviewed by it and all members shall sign a
declaration to the effect that there is no conflict of interest.

15. While considering an application which involves a conflict of interest of any member of the Ethics
Committee, such member may voluntarily withdraw from the Ethics Committee review meeting, by expressing
the same in writing, to the Chairperson. The details in respect of the conflict of interest of the member shall be
duly recorded in the minutes of the meetings of the Ethics Committee.

16. Any change in the membership or the constitution of the registered Ethics Committee shall be intimated
inwriting to the Central Licencing Authority within thirty working days.

17. The Ethics Committee shall review and accord approval to a Clinical trial, Bioavailability and Bioequivalence
study protocol and other related documents, as the case may be, in the format specified in clause (B) of Table 1
of the Third Schedule of New Drugs and Clinical Trials Rules, 2019 and oversee the conduct of clinical trial to
safeguard the rights, safety and wellbeing of trial subjects in accordance with these rules, Good Clinical
Practices Guidelines and other applicable regulations.

18. Where a clinical trial site does not have its own Ethics Committee, clinical trial at that site may be initiated
after obtaining approval of the protocol from the Ethics Committee of another trial site; or an independent Ethics
Committee for clinical trial constituted in accordance with the provisions of rule 7: provided that the approving
Ethics Committee for clinical trial shall in such case be responsible for the study at the trial site or the centre, as
the case may be: provided further that the approving Ethics Committee and the clinical trial site or the
bioavailability and bioequivalence centre, as the case may be, shall be located within the same city or within a
radius of 50 kms of the clinical trial site.

19. Where a Bioavai labi l i ty or Bioequivalence study centre does not have i ts own Ethics
Committee,bioavailability or bioequivalence study at that site may be initiated after obtaining approval of the
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from the Ethics Committee registered under rule 8:Provided that the approving Ethics Committee shall in such
case be responsible for the study at the centre:Provided further that both the approving Ethics Committee and
the centre, shall be located within the same city or within a radius of 50 kms of the bioavailability or
bioequivalence study centre.

20. Ethics committee shall indicate the reasons that weighed with it while rejecting or asking for a change or
notification in the protocol in writing and a copy of such reasons shall also be made available to the Central
Licencing Authority.

21. Ethics committee shall make, at appropriate intervals, an on-going review of the trials for which they have
reviewed the protocol. Such a review may be based on the periodic study progress reports furnished by the
investigators or monitoring and internal audit reports furnished by the sponsor or by visiting the study sites.

22. Where any serious adverse event occurs to a trial subject or to study subject during clinical trial or
bioavailability or bioequivalence study, the Ethics Committee shall analyse the relevant documents pertaining to
such event and forward its report to the Central Licencing Authority and comply with the provisions of Chapter
VI, New Drugs and Clinical Trials Rules, 2019.

23. The Ethics committee shall undertake proper causality assessment of SAE’s with the help of subject experts
wherever required, for deciding relatedness and quantum of compensation, as per condition no (22) mentioned
above.

24. Where at any stage of a clinical trial, it comes to a conclusion that the trial is likely to compromise the right,
safety or wellbeing of the trial subject, the Ethics committee may order discontinuation or suspension of the
clinical trial and the same shall be intimated to the head of the institution conducting clinical trial and the Central
Licencing Authority.

25. Ethics committee shall comply with the requirements or conditions in addition to the requirements specified
under the Drugs & Cosmetics Act, 1940 and New Drugs and Clinical Trials Rues, 2019, as may be specified by
the Central Licencing Authority with the approval of the Central Government, to safeguard the rights of clinical
trial subject or bioavailability or bioequivalence study subject.

26. Ethics Committee shall review and approve the suitability of the investigator and trial site for the proposed
trial.

27. The Ethics Committee shall maintain data, record, registers and other documents related to the functioning
and review of clinical trial or bioavailability study or bioequivalence study, as the case may be, for a period of
five years after completion of such clinical trial.

28. Funding mechanism for the Ethics Committee to support their operations should be designed and approved
to ensure that the committee and their members have no financial incentive to approve or reject particular
study.

29. 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.

30. 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.

31. The Ethics Committee shall allow any officer authorized by the Central Licencing Authority to enter, with or
without prior notice, to inspect the premises, any record, or any documents related to clinical trial, furnish
information to any query raised by such authorized person, in relation to the conduct of clinical trial and to verify
compliance with the requirements of these rules, Good Clinical Practices Guidelines and other applicable
regulations for safeguarding the rights, safety and well-being of trial subjects.

32. Where Central Licencing Authority is of the opinion that Ethics Committee fails to comply with any provision
of the Drugs and Cosmetics Act, 1940and New Drugs & Clinical Trials Rules, 2019, it may issue show cause
notice to such Ethics Committee specifying therein such non-compliances and the period within which reply
shall be furnished by such Ethics Committee. After consideration of the facts and reply given by the Ethics
Committee, the Central Licencing Authority may take one or more actions specified under provision of Rule 14,
Chapter III of New Drugs and Clinical Trials Rules, 2019.
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FDA Bhawan, Kotla Road,
New Delhi - 110002, India
Dated: 07-Oct-2020

File No. EC/20/000329

Government of India
Directorate General of Health Services

Central Drugs Standard Control Organization
(Ethics Committee Registration Division)

Sr.
No.

Name of Member Qualification Role/Designation in Ethics Committee

1 Mr. Abhaysinh  K  Bhosle LLB  (Master of Laws (LL.M.)) Legal Expert

2 Dr. Shafat Husain Talib MBBS  (MD - General
Medicine )

Clinician

3 Dr. Lakshmi Nagabhushanam
Rachakonda

MBBS  (MD - Obstetrics &
Gynaecology )

Clinician

4 Dr. Gautam Ajit Shroff MBBS  (MD/MS - Anatomy ) Basic Medical Scientist

5 Dr. Manvendra Sawalaram Kachole BSc  (M.Sc) Chair Person

6 Dr. Jyoti  Anil Bobde MBBS  (MD) Member Secretary

7 Dr. Suparna Milind Bindu MBBS  (MD Pathology) Basic Medical Scientist

8 Dr. Sarath Babu  Venkatesan BPT   (Ph.D) Scientific Member

9 Dr. S  M  Mahajan MBBS  (MD-Epidemiologist) Clinician

10 Ms. Kanwaljeet  Kaur BSc  (MSc-Nursing ) Scientific Member

11 Mr. Sanjay   Sewalikar B. COM  (MSW-Master in
Social Work)

Social Scientist

12 Mr. Mangesh  V Shinde B.Ed  (M.Ed) Lay Person

Composition of the Ethics Committee:-

(Dr. V.G.  Somani)
Drugs Controller General (I) &

Central Licensing Authority

Page 4

69



Zonal Transplantation 
Coordination

 
Center,

 

Aurangabad

70



71



मानवी अवयव व उती प्रत्यारोपण अधिधनयमाांतर्गत 
Hospital Based Authorization  सधमतीबाबत  

 

महाराष्ट्र शासन 
सावगजधनक आरोग्य धवभार् 

शासन धनणगय क्रमाांकः माअप्र-2018/प्र.क्र.220/आरोग्य-6 
र्ो.ते.रुग्णालय आवार सांकुल इमारत, 
10वा मजला, नवीन मांत्रालय, मुांबई-01 

धिनाांक:  07  धिसेंबर, 2018 
वाचा :-  

1) वदै्यकीय धशक्षण व औषिी द्रव्ये धवभार्, अधिसूचना क्र. SWP-0414/C.R.08/Acts,                      
धिनाांक 30.06.2018   

2) समुधचत प्राधिकारी (माअप्र) तथा सांचालक, आरोग्य सेवा सांचालनालय, मुांबई याांचे पत्र क्र. 
सांआसे/माअप्र/लोकलऑथोकधमट/नामधनिेधशतप्रधतधनिी/763/2018,धिनाांक 30.11.2018 

प्रस्तावना :- 
वदै्यकीय धशक्षण व औषिी द्रव्ये धवभार्ाच्या सांिभाधिन क्र. 1 येथील धिनाांक 30.06.2018 च्या 

अधिसूचनेन्वये 16 रूग्णालयाांमध्ये  मानवी अवयव व उती प्रत्यारोपण अधिधनयम, 1994 अांतर्गत Hospital 
Based Authorization सधमती र्ठीत करण्यात आलेली आहे. सिर सधमतीमध्ये अ.क्र.6 येथे अपर मुख्य 
सधचव/प्रिान सधचव/सधचव, सावगजधनक आरोग्य धवभार् ककवा त्याांचे Nominee  याांचा सधमतीचे सिस्य 
म्हणनू समावशे करण्यात आला आहे. सांिभाधिन क्र. 2 येथील सांचालक, आरोग्य सेवा याांचेकिून प्राप्त 
प्रस्तावास अनुसरून मानवी अवयव प्राधिकार सधमतीच्या बैठकाांना उपस्स्थत राहण्याकरीता अपर मुख्य 
सधचव/प्रिान सधचव/सधचव, सावगजधनक आरोग्य धवभार् व सांचालक, आरोग्य सेवा याांचे प्रधतधनिी 
नामधनिेधशत करण्याची बाब शासनाच्या धवचारािीन होती.     
शासन धनणगय:-  
 मानवी अवयव व उती प्रत्यारोपण अधिधनयमाांतर्गत र्ठीत Hospital Based Authorization 
सधमतीच्या बैठकाांना उपस्स्थत राहण्याकरीता अपर मुख्य सधचव/प्रिान सधचव/सधचव, सावगजधनक 
आरोग्य धवभार् व सांचालक, आरोग्य सेवा याांचे प्रधतधनिी म्हणनू खालीलप्रमाणे नामधनिेधशत करण्यात 
येत आहे. 

अ.क्र. रूग्णालयाचे नाव अपर मुख्य सधचव/ प्रिान 
सधचव/ सधचव (सा.आ.धव.) 
याांचे प्रधतधनिी 

सांचालक, आरोग्य सेवा 
याांचे प्रधतधनिी 

1 बॉम्बे हॉस्पीटल,मुांबई  वदै्यकीय  अधिक्षक, सामान्य 
रूग्णालय, मालवणी, 
मालाि, मुांबई 

सहायक सांचालक, ठाणे 
2 जसलोक हॉस्पीटल,मुांबई  
3 पी.िी.कहिुजा हॉस्पीटल, 

माधहम, मुांबई  
4 व्होकािग हॉस्पीटल,मुांबई सेंरल, 

मुांबई 
5 कोकीलाबेन धिरूभाई अांबानी 
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  पषृ्ठ 2 पैकी 2  
 

हॉस्पीटल, अांिेरी, मुांबई 
6 ग्लोबल हॉस्पीटल, परेल, मुांबई वदै्यकीय 

अधिक्षक,मनोरूग्णालय,ठाणे 
अधतधरक्त धजल्हा शल्य 
धचकीत्सक,  धजल्हा 
रूग्णालय, ठाणे 

7 फोटीस हॉस्पीटल, मुलुांि, मुांबई  
8 ज्युधपटर हॉस्पीटल, ठाणे 
9 अपोलो हॉस्पीटल, बेलापूर, 

नवी मुांबई  
वदै्यकीय अधिक्षक, उपधजल्हा 
रूग्णालय, पनवले 

धजल्हा शल्य धचकीत्सक, 
धजल्हा रूग्णालय, ठाणे 

10 आधित्य धबला हॉस्पीटल, 
कचचवि, पुणे  

सहायक सांचालक,पुणे धजल्हा शल्य धचकीत्सक, 
धजल्हा रूग्णालय, औांि, 
पुणे 11 धिनानाथ मांरे्शकर हॉस्पीटल, 

एरांिवणे, पुणे 
12 सहयाद्री हॉस्पीटल, एरांिवणे, 

पुणे 
13 जहाांर्ीर हॉस्पीटल, ससून रोि, 

पुणे 
वदै्यकीय अधिक्षक, 
मनोरूग्णालय, पुणे  

अधतधरक्त धजल्हा शल्य 
धचकीत्सक, धजल्हा 
रूग्णालय, पुणे 14 रूबी हॉल स्क्लधनक, ससनू 

रोि,पुणे 
15 कमलनयन बजाज हॉस्पीटल, 

औरांर्ाबाि  
सहायक सांचालक, 
औरांर्ाबाि 

धजल्हा शल्य धचकीत्सक, 
धजल्हा रूग्णालय, 
औरांर्ाबाि  16 एमजीएम हॉस्पीटल, औरांर्ाबाि  

  
2. सिर शासन धनणगय महाराष्ट्र शासनाच्या www.maharashtra.gov.in या सांकेतस्थळावर 

उपलब्ि करण्यात आला असून त्याचा साांकेताक 201812071439599217  असा आहे. हा आिेश धिजीटल 

स्वाक्षरीने साक्षाांधकत करुन काढण्यात येत आहे.  

 महाराष्ट्राचे राज्यपाल याांच्या आिेशानुसार व नावाने,  

          (सु.धन.र्ािरे्) 
  कायासन अधिकारी, महाराष्ट्र शासन 
प्रत, 

1) मा. राज्यपाल याांचे सधचव, राजभवन, मुांबई  
2) मा. मुख्यमांत्री याांचे प्रिान सधचव, मांत्रालय, मुांबई 
3) मा.मांत्री (सावगजधनक आरोग्य व कुटुांब कल्याण) याांच ेखाजर्ी सधचव, मांत्रालय, मुांबई 
4) मा. राज्यमांत्री (सावगजधनक आरोग्य व कुटुांब कल्याण) याांचे खाजर्ी सधचव, मांत्रालय, मुांबई 
5) मुख्य सधचव, महाराष्ट्र राज्य, मांत्रालय, मुांबई 
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  पृष्ठ  2  पैकी  3   
 

6) प्रिान सधचव, सावगजधनक आरोग्य धवभार्, नवीन मांत्रालय, मुांबई  
7) प्रिान सधचव, धवधि व न्याय धवभार्, मांत्रालय, मुांबई  
8) सधचव, वदै्यकीय धशक्षण व औषिी द्रव्ये धवभार्, नवीन मांत्रालय,मुांबई 
9) आयुक्त, आरोग्य सेवा तथा अधभयान सांचालक, राष्ट्रीय आरोग्य अधभयान, मुांबई  
10)  धवधि सल्लार्ार-धन-सहसधचव, धवधि व न्याय धवभार्, मांत्रालय, मुांबई 
11)  सांचालक, आरोग्य सेवा, आरोग्य सेवा सांचालनालय, मुांबई 
12)  सांचालक, वदै्यकीय धशक्षण व सांशोिन सांचालनालय, मुांबई 
13)  धजल्हाधिकारी (सवग) 
14)  सहसांचालक, आरोग्य सेवा (रूग्णालये/राज्यस्तर), आरोग्य सेवा सांचालनालय,मुांबई 
15)  सहसांचालक, आरोग्य सेवा (सवग) 
16)  उपसांचालक, आरोग्य सेवा पधरमांिळे (सवग) 
17)  सहायक सांचालक (माअप्र), आरोग्य सेवा सांचालनालय, मुांबई. 
18)  धजल्हा शल्यधचधकत्सक (सवग) 
19) धनवि नस्ती (आरोग्य -6) 
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