












FORM CT-02

(See rules 8, 9, 10 and 14)

GRANT OF REGISTRATION OF ETHICS COMMITTEE RELATING TO CLINICAL
TRIAL OR BIOAVAILABILITY AND BIOEQUIVALNENCE STUDY

Registration No. ECR/581/Inst/MH/2014/RR-20

The Central Licencing Authority hereby registers and permits MGM ETHICS COMMITTEE FOR
RESEARCH ON HUMAN SUBJECT , MGM Medical College And Hospital N-6 , CIDCO Aurangabad
Aurangabad Aurangabad Maharashtra - 431003 Contact No.: 02406601100 Fax No.: 02402487727 to
perform duties of ethics committee as specified in the New Drugs and Clinical Trials Rules, 2019.

2. The ethics committee shall observe the conditions of registration specified in Chapter III of the New
Drugs and Clinical Trials Rules, 2019 and the Drugs and Cosmetics Act, 1940.

Place : New Delhi

Date : 07-OCT-2020

Central Licencing Authority
Stamp



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
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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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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 

http://www.maharashtra.gov.in/
Lenovo
Highlight



शासन धनणगय क्रमाांकः क्र. माअप्र-2018/प्र.क्र.220/आरोग्य-6, धिनाांक  07 धिसेंबर, 2018 

   

  पषृ्ठ 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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INDIAN PHARMACOPOEIA COMMISSION
National Coordination Centre- Pharmacovigilance Programme of India (PvPI)

MINISTR.Y OF HEALTH & FAMILY WELFARE, GOVERNMENT OF INDIA
SECTOR.23, RAJ NAGAR, GHAZIABAD, U.P- 2O1OO2.

Tel No: 0l2O- 2783392, 2783400,2783401 Fax: 0120-2783311
e-mail: pwi@ipcindia.net, ipclab @vsnl.net, Web: www.ipc.gov.in

File no.: IPC/NCC-PvPVAMCs/2017 -18ll02

To,
Dr. Abhijeet Bhagat,

Assistant Professor,

Department of Pharmacology,

Mahatma Gandhi Mission (MGM),.

N-6, Cidco,
Aurangabad,

Maharashtra-431003

Datez 0610612017

Sub: Recognition of your Institute as Adverse Drug Reactions Monitoring Centre (AMC) under PvPI.
,,t

SirAyladam,

This is with reference to your letter of intent to participate in nationwide programme to monitor the

safety of drugs, it is a matter of great pleasure to bring in your kind notice that the Indian Pharmacopoeia

Commission (PC), National Coordination -Centre (NCC) - Pharmacovigilance Programme of India

(PvPI), Ghaziabad has agreed in principle to recognise your institution as an Adverse Drug Reactions

Monitoring Centre under PvPI.

t ne oetaiteo roies and responsrbrlltles arrd resource materrais wiir oe sent to you arier your

acceptance.

Please accept our heartiest congratulations.

With regards

Yours fai

/D- (t einch\

Secretary Director

Copy to:

a) The Dean, Mahatma Gandhi Mission (MGM), Aurangabad, Maharashtra

b) The Administrative Officer, krdian Pharmacopoeia Conimission, Ghaziabad, Uttar Pradesh

c) The Finance & Accounts Officer, Indian Pharmacopoeia Commission, Ghaziabad, Uttar Pradesh

"Let us join hands with PvPI to ensure patients safety"

ADR Reporting Help tine (Toll Free): 1800-180-3024



                DIRECTORATE OF HEALTH SERVICES.
                           (MAHARASHTRA STATE)
 Arogya Bhavan, St.George's Hospital Compound, P.D'Mello Road,
                              Mumbai-400 001. 
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