MGM INSTITUTE OF HEALTH SCIENCES

(Deemed University u/s of 3 UGC Act, 1956)
Accredited by NAAC with A™ Grade

Ref: MGMU/ X-1/102/2023-06 Date : 23.06.2023
To

The Director

MGM School of Biomedical Sciences,

Navi Mumbai

Subject : Approval of Thesis in PG Students ( M.Sc Programme ), July-2023

Dear Sir,

Acceptance of thesis in following student received so far from evaluators and approved by the
Hon’ble Vice Chancellor are as Under:

Sr.No. Name of Student Programe Name
1 Daredia Jainil Umed Malika Masters of Science (Molecular Biology)
2 Vyas Sumeet Hiralal Geeta Masters of Science (Molecular Biology)
3 Memon Yasmeen Basheer Ahmed Masters of Science (Clinical Nutrition)
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MGM INSTITUTE OF HEALTH SCIENCES

(Deemed University u/s of 3 UGC Act, 1956)
Accredited by NAAC with A*™ Grade

Ref: MGMU/ X-1/102/2023-07 Date : 26.06.2023
To
The Director

MGM School of Biomedical Sciences,
Navi Mumbai

Subject : Approval of Thesis in PG Students ( M.Sc Programme ), July-2023

Dear Sir,

Acceptance of thesis in following student received so far from evaluators and approved by the
Hon’ble Vice Chancellor are as Under:

Sr.No. Name of Student Programe Name
1 Shaikh Mariyam Sarwar Farida Masters of Science (Clinical Nutrition)
2 Rishika Prakash Nagdev Masters of Science (Clinical Nutrition)
3 Yashwantrao Vaishnavi Sanjay Masters of Science (Clinical Nutrition)
Sarita
4. Bora Bhargavi Atul Master in Hospital Administration (MHA)
5. Desai Sonali Devendra Dipika Master in Hospital Administration (MHA)
6. Gor Bhoomi Pradeep Heena Master in Hospital Administration (MHA)
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MGM SCHOOL

MGM INSTITUTE OF HEALTH SCIENCES

(Deemed University u/s of 3 UGC Act, 1956)
Accredited by NAAC with A™ Grade

Ref: MGMU/ X-1/102/2023-04 Date : 23.06.2023
To

The Director

MGM School of Biomedical Sciences,

Kamothe, Navi Mumbai

Subject : Approval of Thesis in PG Students ( M.Sc Programme ), July-2023

Dear Madam,

Acceptance of thesis in following student received so far from evaluators and approved by the
Hon’ble Vice Chancellor are as Under:

Sr.No. Name of Student Programe Name

1 Bobhate Poorva Prakash | Master in Hospital Administration (MHA)

2 Choudhari Ujwala Master in Hospital Administration (MHA)
Ramrao

3 Jadhav Mayuri Sunil Master in Hospital Administration (MHA)
Rajani

4 Kadam Mitali Suresh Master in Hospital Administration (MHA)

5 Mishra Bhavika Pawan Master in Hospital Administration (MHA)
Seema
6 Shruti Sriram Bhagirathi | Master in Hospital Administration (MHA)

7 Syeda Bilquis Fatema Master in Hospital Administration (MHA)
Jafti
8 Warulkar Pallavi Anil Master in Hospital Administration (MHA)

9 Ghorpade Prachi Nelson | Master of Public Health (MPH)

10 Chavan Sakshi Ashok Masters of Science (Medical Biotechnology)

11 Fafal Ankita Chhagan Masters of Science (Medical Biotechnology)
Sunita

12 Hamdule Tahreem Mohd
Husaig Fatima
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MGM INSTITUTE OF HEALTH SCIENCES

(Deemed University u/s of 3 UGC Act, 1956)
Accredited by NAAC with A*™" Grade

Sr.No. Name of Student Programe Name
13 Hazarika Aichairjya Bipul Kristi | Masters of Science (Medical Biotechnology)
14 Hingu Bhavisha Bhavesh Masters of Science (Medical Biotechnology)
Poonam
15 Kale Puja Kailas Suman Masters of Science (Medical Biotechnology)
16 Kirar Amita Ashok Seema Masters of Science (Medical Biotechnology)
17 Krishna Sureshkumar Masters of Science (Medical Biotechnology)
18 Mulay Adhiraj Sunil Geeta Masters of Science (Medical Biotechnology)
19 Nivangune Sakshi Sunil Supriya | Masters of Science (Medical Biotechnology)
20 Pawar Divya Jalindar Shashikala | Masters of Science (Medical Biotechnology)
21 Sahoo Sudharani Kailash Masters of Science (Medical Biotechnology)
Sandhyarani
22 Sharma Aashirwad Ashok Kumar | Masters of Science (Medical Biotechnology)
Meera
23 Singh Madhu Rangbahadur Masters of Science (Medical Biotechnology)
Meera
24 Singh Muskaan Jagdish Ragini Masters of Science (Medical Biotechnology)
25 Tajne Tejaswini Pandit Vandana | Masters of Science (Medical Biotechnology)
26 Thumar Purva Harsukh Bhai Masters of Science (Medical Biotechnology)
Mital
27 Trivedi Namrata Vipul Pinky Masters of Science (Medical Biotechnology)
28 Kadam Varsha Vijayarao Masters Of Science (Medical Biotechnology)
29 Polekar Sakshi Manohar Masters of Science (Medical Genetics)
30 Gaikwad Pruthviraj Nitin Masters of Science (Medical Genetics)
31 Kolte Aditi Milind Masters of Science (Medical Genetics)
32 Pohanekar Kashmira Mangesh Masters of Science (Medical Genetics)
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MGM INSTITUTE OF HEALTH SCIENCES

(Deemed University u/s of 3 UGC Act, 1956)
Accredited by NAAC with A™ Grade

Shelar Suraj Dhondiba Asha

Sr.No. Name of Student Programe Name
33 Sandu Nupukaur Devendra Masters of Science (Medical Genetics)
Sangeeta
34 Sonawane Sneha Kailash Masters of Science (Medical Genetics)
Chhaya
35 Suman Shyam Bihari Prajapati Masters of Science (Medical Genetics)
36 Vaishnavi Laxman Kulkarni Masters of Science (Medical Genetics)
37 Kadam Shikha Vidhyadhar Masters of Science (Clinical Embryology)
Archana
38 Kale Madhu Janardhan Sunita Masters of Science (Clinical Embryology)
39 Mishra Shradha Bhuwanesh Masters of Science (Clinical Embryology)
Kusum
40 Naik Prachi Haresh Dhanashree | Masters of Science (Clinical Embryology)
41 Thakur Rajlaxmi Devidas Masters of Science (Clinical Embryology)
Devshree
42 Yashwantrao Mrunali Masters of Science (Molecular Biology)
Chandrakant Vishakha
43 Deshmukh Bhuvneshwari Master of Science (Biostatistics)
Rajendra
44 Bagul Pratik Prabhakar Masters of Science (Medical Radiology &
Imaging Technology)
45 Gaikwad Manasi Vinayak Masters of Science (Medical Radiology &
Vanita Imaging Technology)
46 Kamble Shweta Sharad Masters of Science (Medical Radiology &
Imaging Technology)
47 Nilesh Paswan Masters of Science (Medical Radiology &
Imaging Technology)
48 Patil Shruti Sameer Masters of Science (Medical Radiology &
Imaging Technology)
49 Khan Misba Arshad Master of Optometry (M.Optom.)
50 Salve Soniya Pitambar Laxmi Master of Optometry (M.Optom.)
51 Master of Optometry (M.Optom.)
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MGM INSTITUTE OF HEALTH SCIENCES

(Deemed University u/s of 3 UGC Act, 1956)

Accredited by NAAC with A* Grade

Sr.No. Name of Student Programe Name
52 Utekar Pranita Vijay Master of Science (Cardiac Care Technology)
53 Gole Amol Jayavant Masters of Science (Medical Dialysis
Technology)
54 Morade Pratik Sanjay Masters of Science (Medical Dialysis
Technology)
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MGM INSTITUTE OF HEALTH SCIENCES

(Deemed University u/s of 3 UGC Act, 1956)
Accredited by NAAC with A™ Grade

Ref: MGMU/ X-1/102/2023-08 Date : 03.07.2023
To

The Director

MGM School of Biomedical Sciences,

Navi Mumbai

Subject : Approval of Thesis in PG Students ( M.Sc¢ Programme ), July-2023

Dear Madam,

Acceptance of thesis in following student received so far from evaluators and approved by the
Hon’ble Vice Chancellor are as Under:

Sr.No. Name of Student Programe Name
1 Aml[.l Swatl Chandmshiglo Cetilia Masters of Science (Clinical Nutrition)
Sequiera
2 Damani Riddhi Jayesh Jagruti Masters of Science (Clinical Nutrition)
3 Karkera Shravya Umesh Sulatha Masters of Science (Clinical Nutrition)
4 Pranali Anare Masters of Science (Clinical Nutrition)
5 Khane Abhay Ashok Master in Hospital Administration (MHA)
6 Eii;smfa Dibstieniongd ElEsaln Master in Hospital Administration (MHA)
7 Sruthi Sunil Master in Hospital Administration (MHA)
8 Khamkar Devansh Vinod Master of Public Health (MPH)
9 Gaikwad Ankita Vinayak Minal Masters of Science (Clinical Nutrition)
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MGM INSTITUTE OF HEALTH SCIENCES

(Deemed University u/s of 3 UGC Act, 1956)
Accredited by NAAC with A™ Grade

Ref: MGMU/ X-1/102/2023-09 Date : 15.12.2023
To

The Director

MGM School of Biomedical Sciences,

Navi Mumbai

Subject : Approval of Thesis in PG Students ( M.Sc Programme ), Dec-2023

Dear Madam,

Acceptance of thesis in following student received so far from evaluators and approved by the
Hon’ble Vice Chancellor are as Under:

Sr.No. Name of Student Programe Name

1 y Masters of Science
L andoy Suialii noc (Medical Biotechnology)

Shruti Vrushal Papal Masters of Science (Clinical Nutrition)
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

s

MGM/DCH/ IEC / Og0/ 23 Date: - 173/ £/2023

To,

Saher Sarang

Guide — Dr. Santosh Gawali

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
.. Your submission of dissertation study protocol
2. Study Title: Comparison of Nutrient Intake and Serum Zinc levels in Patients of
Hemoglobinopathies with their siblings

3. IEC-MGMDCH reference no M erM | D CH) J:Eq 060(23 .

Dear Saher Sarang

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date ) , 23

Application to [ERC MGMDCH dt. 15]2{ 23
Summary of research protocol
Research protocol (Version | dt ig‘ 2|23 )
Amendments to research protocol (No  Dt...../  /2023) N/A
Informed consent document (ICD) in English (Version ..1...dt. 12/ Q’/2023)
ICD in Hindi language translated from English (Version ...).... dt. .15/ 2-/2023)
ICD in Marathi language translated from English (Version .J.....dt..15./ 2- /2023)
Back translations of ICD from Hindi to English (Version .. ¥...dt. 7/ 2/2023) NA
9. Back translations of ICD from Marathi to English (Version A A s = /2023) N O
10.  Amendments to the ICD (Version ........ ,dt...../ /2023)
1. Case Record Form (CRF) / Study Questionnaire / Study Proforma
12. Principal investigators Current Curriculum Vitae (signed and dated)~"
13. Subject recruitment procedures: advertisement, letters to doctors, notices NA
14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) N A
15. Ethics Committee clearance of other study centers (Total No. ) N&
16.  Insurance policy if any N F
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N
8. Investigator’s undertaking to DCG(I) if applicable N+
19. Health Ministry Screening Committee (HMSC) approval if applicable N#
20.  Bhabha Atomic Research Centre (BARC) approval if applicable S P
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable N
22, Director General of Foreign Trade (DGFT) approval if applicable ™
23.  FDA marketing/manufacturing license for herbal drugs. if applicable
Other Documents (SPECify ............oovviiueiuiiiieiiinaannenin ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604, Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ¢ O / 2% Da1e:~]f},/L’ /2023

The following members of the Ethics committee discussed the study documents and voted at
the meoting:

= Role and
sl A Responsibilit
y
Chairman,
- L. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3, Dr. Shilpa Patel Blenaibue:
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Seleniiile
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel BaSIC.Me.Ljilcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
R e Social
13. Mrs. Rupali Gujar Scientist

DECISION Ww Page No.2



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-274331853; B-Mail: mgmdch@mgmmumbai.ac.n

MGM/DCH/IEC/  0g0 /2.2 Date: - {7 /4

Based on the discussion of the submitted documents for the scientific and ethical review, we

/2023

approve

the research protocol to be conducted and its presented form subject to the foll owing conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of

the study L.e. registration at clinical trial registry of India. (www.ctri.nic.in)

- " Ihe investigators and other participants should be adequately trained on the protocol and its

related procedures, the Good Clinical Practices (GCP) guidelines prior to commenci
study.
Participating subjects should be adequately enlightened about the protocol during

(%)

ng the

informed consent process and under insurance coverage in an event of any trial related

injury/accident.
4. Participating subjects should not be put to additional financial burden related to the
study protocol.

"Le validity of this approval is for two years from date of approval. Within this period,

the Institutional Ethics Committee expects to be periodically informed about the
following:
e The progress of the study
Any Serious Adverse Event (SAE) occurring in the course of the study

&
» Any significant changes in the protocol/patient information/ informed consent
®

Update on safety of the investigating product or procedure
» To provide an abridge copy of the final report after completion of the study

N

pproval from the Ethics Committee of the respective institution.

Thank: g you
Yous Sincerely,

Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

I s mandatory for the investigators affiliated with other institutions to provide a letter of

Fage No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/0g |/ 2% Date: - 19/4/2023

To,

Samiyah Khan

Guide — Dr. Priyanka Pareek

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1.~ Your submission of dissertation study protocol
2. Study Title: Nutritional Status of Children with Cerebral Palsy
3. IEC-MGMDCH reference no MG ‘ ber I’I EC, 06| )7_,5

Dear Samiyah Khan

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 173 |3 l 23

Application to [ERC MGMDCH dt. 15(2]23
Summary of research protocol
Research protocol (Version 2- dt {52123 )
Amendments to research protocol (No Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version .. %.dt. .15/ 2 /2023)
ICD in Hindi language translated from English (Version ...2=. dt. 13../% /2023)
ICD in Marathi language translated from English (Version ..%~..dt. 15, / 2 12023)
Back translations of ICD from Hindi to English (Version . =2=dt.. ¥5/ 2023) WA
9. Back translations of ICD from Marathi to English (Version 2—.dt. |5/ 2/2023) N O
10.  Amendments to the ICD (Version ........ ,dto./ 0 /2023)
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma *~
12. Principal investigators Current Curriculum Vitae (signed and dated) v
13. Subject recruitment procedures: advertisement, letters to doctors, notices A
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) A
15.  Ethics Committee clearance of other study centers (Total No. ) N#&
16.  Insurance policy if any NA
17. Drugs Controller General (India) [DCG(I)] clearance if applicable 0 A
18. Investigator’s undertaking to DCG(I) if applicable N
19. Health Ministry Screening Committee (HMSC) approval if applicable ¥ A
20.  Bhabha Atomic Research Centre (BARC) approval if applicable n A
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N&
22.  Director General of Foreign Trade (DGFT) approval if applicable n A
23.  FDA marketing/manufacturing license for herbal drugs. if applicable N
Other Documents (Specify ............coooeveeiieeon )
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INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & TTOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 0€)

/ 23

Date: -1+ /4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

e Role and
% NG Dot Responsibilit
}7
Chairman,
1 Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
) Scientific
. Member
3. Dr. Shilpa Patel Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Men:ver
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Bas1c.Me.d1cal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Ligpl Bapett
12. Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar Spcigl
' Scientist
)
DECISION , Page No.Z




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ D& /] 23 Date:- |7 /4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

—

Applicable and mandatory regulatory permissions to be obtained prior to cormencement of

the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the

study.
Participating subjects should be adequately enlightened about the protocol during

(%)

informed consent process and under insurance coverage in an event of any trial related
mnjury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Tnstitutional Ethics Committee expects to be periodically informed about the
following:

]
[ ]
®
®
[ ]

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you

Yours Sincerely,

gl

Dr. Shilpa Patel

Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 062/ 2.3 Date: - 1% 42023

To,

Atiya Shaikh Aftad Ahmed

Guide — Dr. Priyanka Pareek

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: Comparative study on Nutritional Status among Gym goers consuming Protein
Supplements and those who are not consuming Protein Supplements

3. JEC-MGMDCH reference no MM | DC/H]'I‘E(,\OE,Q—} 13 .

Dear Atiya Shaikh Aftad Ahmed
The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date '\4}3 , 22

Application to IERC MGMDCH dt. 15223
Summary of research protocol
Research protocol (Version | dt 15]2{23 )
Amendments to research protocol No  Dt....../  /2023) N/A
Informed consent document (ICD) in English (Version ...\ .dt. 15/ 1-/2023)
ICD in Hindi language translated from English (Version ....1... dt. 15/ 2> /2023)
ICD in Marathi language translated from English (Version . \.....dt.. |5/ 2 /2023)
Back translations of ICD from Hindi to English (Version .-...dt.. &/ &= /2023) N A
9. Back translations of ICD from Marathi to English (Version .4=..dt. \5, / 2= 12023)ynd p
10.  Amendments to the ICD (Version ........ ,dt...../ /2023)
I1. Case Record Form (CRF) / Study Questionnaire / Study Proforma v
12. Principal investigators Current Curriculum Vitae (signed and dated) v~
13. Subject recruitment procedures: advertisement, letters to doctors, notices p B
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) ™A
I5. Ethics Committee clearance of other study centers (Total No. ) MK
16.  Insurance policy if any pob
7. Drugs Controller General (India) [DCG(I)] clearance if applicable ¥ P
18.  Investigator’s undertaking to DCG(I) if applicable p#
19.  Health Ministry Screening Committee (HMSC) approval if applicable N
20.  Bhabha Atomic Research Centre (BARC) approval if applicable N A
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable NA
22.  Director General of Foreign Trade (DGFT) approval if applicable N A
23.  FDA marketing/manufacturing license for herbal drugs. if applicablé N#
Other Documents (SPecify .............c.ovevueeiuiiieeeniie i, ) Page No. 1
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INSTITUTIONAL ETHICS COMMI'TTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & 1 OSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ O€2 /23 Date:—i‘l/g /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

. Role and
Sr. No. Name Responsibilit
R : Y
! Chairman
N— . e 5
1. Dr. Deepak Langade Beientife
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Mamber
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
.
0. Dr. Rajesh Goel B x‘;c.Medwal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Logal Bapen
12. Ms. Nithya Eldho Varghese Lay Person
13. Mrs. Rupali Gujar Spcigl
Scientist

DECISION WW Page No.2



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOS PITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ O&2 [/ 23 Date:- \3/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, wt approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ i1 formed consent

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the -tudy

5. Tt is mandatory for the investigators affiliated with other institutions to providc a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

IDSER
Dr. Shilpa Patel

Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /069 / 2-3 Date: - |F/4/2023

To,

Usha Rajbhar

Guide — Dr. Santosh Gawali

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: Effect of screen time on nutrient intake and food habits in preschool and primary
school going children

3. IEC-MGMDCH reference no - MM | D CH |£EC} 0Ca ’ 23
Dear Usha Rajbhar

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 15 ‘_’) |23

1. Application to [ERC MGMDCH dt. 15]2{ 23

Summary of research protocol

Research protocol (Version 2-dt 151222 )

Amendments to research protocol (No  Dt....../  /2023) N/A

Informed consent document (ICD) in English (Version LEde 5 2 2023)

ICD in Hindi language translated from English (Version 2 de N5 2 2023)
ICD in Marathi language translated from English (Version .2=...dt. \'3. /2= /2023)
Back translations of ICD from Hindi to English (Version .. %..dt. \5. /2= /2023) W A
9.  Back translations of ICD from Marathi to English (Version E S = n03) NA
10.  Amendments to the ICD (Version ........ ,dt...../ /2023)

11. Case Record Form (CRF) / Study Questionnaire / Study Proforma «*

12.  Principal investigators Current Curriculum Vitae (signed and dated) v

13.  Subject recruitment procedures: advertisement, letters to doctors, notices NA

14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) N B
15. Ethics Committee clearance of other study centers (Total No.) N

16.  Insurance policy ifany ~N P

17.  Drugs Controller General (India) [DCG(T)] clearance if applicable NA

18. Investigator’s undertaking to DCG(T) if applicable N Py

19.  Health Ministry Screening Committee (HMSC) approval if applicable ST

20. Bhabha Atomic Research Centre (BARC) approval if applicable N A

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable ™ A

22.  Director General of Foreign Trade (DGFT) approval if applicable N A

23. FDA marketing/manufacturing license for herbal drugs. if applicable nf

Other Documents (SPECify «......oviviiiiii ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ©&q [/ 23

Date: -|3-/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. Name Responsibilit
)7
Chairman,
L. Dr. Deepak Langade Y
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel (;vicmber
Secretary
4. Dr. Jyoti Nadgere Clirician
5. Dr. Vineet Kini Membe:
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
0. Dr. Rajesh Goel Basic Medical
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Logal Eapert
12. Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar Spcigl
’ Scientist
DECISION ﬁ??ﬂv&vggb Page No.2




INSTITUTIONAL ETHICS COMMITTELE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©€9 ] 2% Date:- |3/ A /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
3. Participating subjects should be adequately enlightened about the protocol during

informed consent process and under insurance coverage in an event of any trial related

injury/accident.
4. Participating subjects should not be put to additional financial burden related to the

study protocol.

The validity of this approval is for two years from date of approval. Within this period,

the Institutional Ethics Committee expects to be periodically informed about the

following:
The progress of the study
Any Serious Adverse Event (SAE) occurring in the course of the study
Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of

bo

e & © @

approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

diiegy
Dr. Shiipa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /030 / 23 Date: - {F/4/2023

To,

Yashvi Mepani

Guide — Dr. Priyanka Pareek

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1.
2.

(V%)

Your submission of dissertation study protocol

Study Title: Eating Behaviour and Quality of Life of Women Suffering from Polycystic Ovarian
Syndrome (PCOS)

IEC-MGMDCH reference no M¢tM | b CH | T Ec;] 030|23

Dear Yashvi Mepani

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {9 t.?; ' 23

Application to [ERC MGMDCH dt. 52423

Summary of research protocol

Research protocol (Version | dt \‘ﬂ 7—4 23 )

Amendments to research protocol No Dt....../  /2023) N/A

Informed consent document (ICD) in English (Version ...\..dt. 157/ 2-/2023)

ICD in Hindi language translated from English (Version ....\... dt.\S../ 2-/2023)
ICD in Marathi language translated from English (Version ..\....dt.. 132 / 2-/2023)
Back translations of ICD from Hindi to English (Version .«t>..dt.. ¥5/ 2572023) A
Back translations of ICD from Marathi to English (Version «....dt.. ¥/ 2 /2023) &/ Ly
Amendments to the ICD (Version ........ ,dt...../  /2023)

Case Record Form (CRF) / Study Questionnaire / Study Proforma ol

Principal investigators Current Curriculum Vitae (signed and dated)>”

Subject recruitment procedures: advertisement, letters to doctors, notices N &
Investigator Brochure (IB) — applicable for investigational new drugs (IND) ~ A
Ethics Committee clearance of other study centers (Total No.) NPs

Insurance policy if any NA .

Drugs Controller General (India) [DCG(I)] clearance if applicable n&
I[nvestigator’s undertaking to DCG(I) if applicable y P

Health Ministry Screening Committee (HMSC) approval if applicable N f+
Bhabha Atomic Research Centre (BARC) approval if applicable & &

Genetic Engineering Advisory Committee (GEAC) approval if applicable f
Director General of Foreign Trade (DGFT) approval if applicable A

FDA marketing/manufacturing license for herbal drugs. if applicable w &

Other Documents (SPECify «.cvvvvriiiiniiiiiceiiiiiieieeenene )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ O0F0 /2.3 Date:- [ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role aund
S N0 SRR Responsibilit
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Lo
Secretary
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Sleaific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basm.Me.dlcaI
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani gl Bpert
1.2. Ms. Nithya Eldho Varghese Lay Person
y Social
13. Mrs. Rupali Gujar Scientist

DECISION L&fppﬁu@/t’ﬁét Page No.2



INSTITUTIONAL ETHICS COMMITTEE

" N MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
-“k/]f?\} ; Junction of NH-4 and Sion Panvel Expressway, Sector-01,
¥ i %5/' Kamothe, Navi Mumbai- 410 209
/ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/ IEC/ ©30 / 23 Date:- 3/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (wWww.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol. _

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

» Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /o9 /2% Date: - {3/ £4/2023

To,

Janhvi Jain

Guide — Dr. Priyanka Pareek

MGM Schooi of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Nutritional Status and Sleep Disorder among Nurses in Tertiary Care Hospital
3. IEC-MGMDCH reference no 4Gt [ DO '1" ec| 09 ! 52

Dear Janhvi Jain

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date |7 ‘ 2 ] 272

1. Application to [ERC MGMDCH dt. |5\2{2>

2 Summary of research protocol

3 Research protocol (Version { dt|512)23 )

4. Amendments to research protocol (No Dt......7  /2023) N/A

5. Informed consent document (ICD) in English (Version ...\. delS/ ‘ z /2023)

6 ICD in Hindi language translated from English (Version .....}1.. dt. 157 2-12023)

7 ICD in Marathi language translated from English (Version .J.....dt.. (5.7 2-/2023)

8 Back translations of ICD from Hindi to English (Version ....1..dt.}%. / -/2023)

9. Back translations of ICD from Marathi to English (Version ..\....dt.. 12/ %#12023)

10. Amendments to the ICD (Version ........,dt...../  /2023)

11. Case Record Form (CRF) / Study Questionnaire / Study Proforma .~

12.  Principal investigators Current Curriculum Vitae (signed and dated) -~

13.  Subject recruitment procedures: advertisement, letters to doctors, notices ™ P

14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) ™ p

15. Ethics Committee clearance of other study centers (Total No. ) W P

16. Insurance policy ifany NP

17.  Drugs Controller General (India) [DCG(D)] clearance if applicable M P

18. Investigator’s undertaking to DCG(J) if applicable N &

19. Health Ministry Screening Committee (HMSC) approval if applicable N 2]

20. Bhabha Atomic Research Centre (BARC) approval if applicablen P

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicablew D

22.  Director General of Foreign Trade (DGFT) approval if applicable NP

23.  FDA marketing/manufacturing license for herbal drugs. if applicable y\ﬂaf’
Other Documents (SPECIY .....ocvvveiiviiiiiiiis )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ©3F) / 2% Date: - {4/ 4 /2023

The following members of the Ethics committee discussed the study documents «id voted at
the meeting:

: Role and
Sr. No. Name Responsibilit
y
Chairman,
l. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel M efiber
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V. K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basm.Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11, Adv. Dr. Sheela Hosamani Legal Expert
12 Ms. Nithya Eldho Varghese Lay Person
o Social
13. Mrs. Rupali Gujar Sotanflit

DECISION Uﬁ«f)ﬁ«@»ft&@p » Page No.2



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM,/DCH/ IEC/  ©F) /| 23 Date: - |13 /4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4, Participating subjects should not be put to additional financial burden rclated to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

pasgo

Dr. Shilpa Patel
Member Secretary
IEC, M GMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC 032/ 2.3 Date: - |94 /2023

To,

Ishika Jain

Guide — Dr. Priyanka Pareek

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Dietary Diversity Score and Nutritional Status of Rural and Urban School going
Children belonging to Middle-income group

3. IEC-MGMDCH reference no MGt | DC‘H'IE&)Q#L) 23 .

Dear Ishika Jain

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 19 )3 ' 20y
l. Application to JERC MGMDCH dt. \5]22-3

2 Summary of research protocol

3 Research protocol (Version 2.dt 15223 )

4 Amendments to research protocol (No  Dt....../  /2023) N/A

5 Informed consent document (ICD) in Encrhsh (Vers1on ..Q‘T.dt..(.'?. /% /2023)

6 ICD in Hindi language translated from English (Version ...=".. dt. 15,/ 2-/2023)

7 ICD in Marathi language translated from English (Version : 2~ ..dt..1 5./ 2- /2023)

8 Back translations of ICD from Hindi to English (Version ..z .dt.. &5/ =/2023) W A

9. Back translations of ICD from Marathi to English (Version . 2=..dt. 5 /2= /2023) N
10.  Amendments to the ICD (Version ........, dt...../  /2023)
11.  Case Record Form (CRF) / Study Questlonnaire / Study Proforma «”
12, Principal investigators Current Curriculum Vitae (signed and dated) =~
13. Subject recruitment procedures: advertisement, letters to doctors, notices ™ A
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) v B
15. Ethics Committee clearance of other study centers (Total No. ) 0B
16.  Insurance policy if any N &
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N A
18.  Investigator’s undertaking to DCG(I) if applicable N
19.  Health Ministry Screening Committee (HMSC) approval if applicable N A
20.  Bhabha Atomic Research Centre (BARC) approval if applicable P
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable M
22.  Director General of Foreign Trade (DGFT) approval if applicable NP
23.  FDA marketing/manufacturing license for herbal drugs. if applicable p M
Other Documents (SPecify .............oooiiiiiiiiiiiiii ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ OF2 [ 23 Date: - \#/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role and
Sr. No. Name Responsibilit
y
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3, Dr. Shilpa Patel Blgmityer
Secretary
4. Dr. Jyoti Nadgere Clinician
5 Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9 Dr. Rajesh Goel Basic Medical
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar Socsal
' §. Rup J Scientist

DECISION \;Z/‘}./F’P“\/Q/V&(j : Page No .




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSF'ITAL

> ]

k/ ) Junction of NH-4 and Sion Panvel Expressway, Sector-01,
< j 4‘5 Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.
MGM/DCH/IEC/ 032 / 23 Date:- 17/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following concitions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the

study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Tarticipating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

¢ Any significant changes in the protocol/patient information/ informed consent

s Update on safety of the investigating product or procedure

o To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

dltfl
Dr. Shilpa"?zt{ei
Member Sccrelury

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 013/ 23 Date: - \/4 /2023

To,

Sakshi Adhikari

Guide — Dr. Priyanka Pareek

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209"

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Dietary Diversity among Pregnant women of Different Trimesters
3. IEC-MGMDCH reference no MM | DCH | TEC) 043 )23

Dear Sakshi Adhikari

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date l‘:f»' 3 )15

I. Application to [ERC MGMDCH dt. 15} 2]23

2. Summary of research protocol

3. Research protocol (Version | dt 15{2-{23 )

4. Amendments to research protocol (No  Dt....../  /2023) N/A

5. Informed consent document (ICD) in English (Version ..\...dt.15. /2~ /2023)

6. ICD in Hindi language translated from English (Version ....1... dt. .15/ 2-/2023)
7. ICD in Marathi language translated from English (Version . \....dt.. \5 /2~ /2023)
8. Back translations of ICD from Hindi to English (Version ...¥..dt...\67 22/2023) 7 &
9 Back translations of ICD from Marathi to English (Version .¥... .. dt.. k5 /2= /2023) w A
10.  Amendments to the ICD (Version ........ ,dt...../ /2023)

11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v~

12. Principal investigators Current Curriculum Vitae (signed and dated) V"

13. Subject recruitment procedures: advertisement, letters to doctors, notices NP

14, Investigator Brochure (IB) — applicable for investigational new drugs (IND)NVP
5. Ethics Committee clearance of other study centers (Total No. ) NA

16.  Insurance policy if any N/

17. Drugs Controller General (India) [DCG(I)] clearance if applicable fo

18. Investigator’s undertaking to DCG(I) if applicable N f+

19. Health Ministry Screening Committee (HMSC) approval if applicable N P

20.  Bhabha Atomic Research Centre (BARC) approval if applicable N

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable ~v A

22, Director General of Foreign Trade (DGFT) approval if applicable N A

23.  FDA marketing/manufacturing license for herbal drugs. if applicable ps A
Other Documents (Specify ...........ooovvieiiiiieiii, )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ O%> /23

Date: - 19/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. Name Responsibilit
y
Chairman,
L. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
| Scientific
| 3. Dr. Shilpa Patel Metfibier
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V. K. Member
7. Dr. Sumanthini M. V Scientific
Member
3. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Bas1c'Me.d1ca1
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Lagal Ezpent
12. Ms. Nithya Eldho Varghese Lay Person
o Social
13. Mrs. Rupali Gujar Sotonfist
DECISION »‘&?P%@—W—é*? Page No.2




INSTITUTIONAL ETHICS COMMITTEKR
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

*’:\\, | Junction of NH-4 and Sion Panvel Expressway, Sector-01,
% Kamothe, Navi Mumbai- 410 209
\ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/IEC/ ©OF3 / 23 Date: - |3/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, e approve
the research protocol to be conducted and its presented form subject to the following conditions:

[

Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
3. Participating subjects should be adequately enlightened about the protocol during

informed consent process and under insurance coverage in an event of any trial related

injury/accident.
4. Participating subjects should not be put to additional financial burden related to the

study protocol.

The validity of this approval is for two years from date of approval. Within this period,

the Institutional Ethics Committee expects to be periodically informed about the

following:
The progress of the study
Any Serious Adverse Event (SAE) occurring in the course of the study
Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a Ictter of
approval from the Ethics Committee of the respective institution.

o

® © e o

Thanking you
Yours Sincerely,

g

Dr. Shilpa™Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /O34/23 Date: - 1#44/2023

To,

Sonal Makdiya

Guide — Dr. Priyanka Pareek

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Food Consumption Pattern and Quality of Life of Knee Replaced Patients
3. IEC-MGMDCH reference no M (4 , DCH |t EC} 0J4 J 23

Dear Sonal Makdiya

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 17 |3 } 23

Application to [ERC MGMDCH dt. \ 52423
Summary of research protocol
Research protocol (Version 2 dt [5]2{23 )
Amendments to research protocol No Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version . 2.dt. \%/2- /2023)
ICD in Hindi language translated from English (Version .. %... dt. 15/ 2~ /2023)
ICD in Marathi language translated from English (Version .. 2. .dt..\5. / 2 /2023)
Back translations of ICD from Hindi to English (Version .. 2. dt. |45 / %=/2023) N A
9. Back translations of ICD from Marathi to English (Version .. 2~ dt.. 15/ 2= 12023) N Y
10.  Amendments to the ICD (Version ........ At/ /2023)
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v*
12. Principal investigators Current Curriculum Vitae (signed and dated)"/
13. Subject recruitment procedures: advertisement, letters to doctors, notices N A
14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) N A
15. Ethics Committee clearance of other study centers (Total No. ) NP
16.  Insurance policy if any NF
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N A
I8.  Investigator’s undertaking to DCG(T) if applicable N #
19. Health Ministry Screening Committee (HMSC) approval if applicable VA
20.  Bhabha Atomic Research Centre (BARC) approval if applicable N A
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N f
22.  Director General of Foreign Trade (DGFT) approval if applicable A
23. FDA marketing/manufacturing license for herbal drugs. if applicable N A
Other Documents (SPeCify ..............ocovieeeiiiiiiiii ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ OF4 [ 22 Date:—)ﬂ,/zﬁ; /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

- Role and
BT NO. N Respousibilit
}f
L. Dr. Deepak Langade Chgirman,
Scientific
Co-
2 Dr. Prakash Khandelwal Chairperson,
Scientific
5 . Member
3. Dr. Shilpa Patel Sseretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Bas1c.Mel<,:1cal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
v Social
B 13 Mrs. Rupali Gujar Scientist
DECISION W& e d Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

j e Kamothe, Navi Mumbai- 410 209
§ Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/ IEC/ o=k / 23 Date:- 1+ /4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (Www.ctri.nic.in)

- 2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion o the study

5. Tt is mandatory for the investigators affiliated with other institutions to 7 ovide a 1ot - of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

)
Q)J”\’*ﬂ@
Dr. Shilpa Patel

Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/0%5/ 2.3 Date: - 14/4/2023

To,

Pooja Boddu

Guide — Dr. Priyanka Pareek

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Comparative study on Dietary Pattern of Primigravida and Multigravida Suffering
from Pregnancy Induced Hypertension

3. IEC-MGMDCH referenceno MM | DUH | TEC (075 23
Dear Pooja Boddu

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date i3 ‘3 ? 23
I. Application to JERC MGMDCH dt. 15|2{23

2 Summary of research protocol

3 Research protocol (Version | dt is{2423 )

4 Amendments to research protocol (No  Dt....../  /2023) N/A

5 Informed consent document (ICD) in English (Version .. \..dt.15 /2 /2023)

6 ICD in Hindi language translated from English (Version ...!.... dt. 15./ 2= /2023)

7 ICD in Marathi language translated from English (Version .\.....dt..\2. /2= /2023)

8. Back translations of ICD from Hindi to English (Version ...4...dt.. 5/ 2= 12023) Ny
9. Back translations of ICD from Marathi to English (Version . }7...dt..[5 /% /2023) N
10.  Amendments to the ICD (Version ........ Jdt..../ 2023)

11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v~

12. Principal investigators Current Curriculum Vitae (signed and dated) "

13. Subject recruitment procedures: advertisement, letters to doctors, notices & &

14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) N6

5. Ethics Committee clearance of other study centers (Total No.) N#&

16.  Insurance policy if any Nk

7. Drugs Controller General (India) [DCG(I)] clearance if applicable &A

18.  Investigator’s undertaking to DCG(I) if applicable p

19. Health Ministry Screening Committee (HMSC) approval if applicable N/

20.  Bhabha Atomic Research Centre (BARC) approval if applicable o f

21. Genetic Engineering Advisory Committee (GEAC) approval if applicable N

22, Director General of Foreign Trade (DGFT) approval if applicable N

23.  FDA marketing/manufacturing license for herbal drugs. if applicable N
Other Documents (Specify .........oooiiiiiineiiiiiiiii )



INSTITUTIONAL ETHICS COMMITTEEL
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604, Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 095 / 23 Date: -\4/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
SN Name Responsibilit
y
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Lamber
Secretary
4. Dr. Jyoti Nadgere ‘ Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Bisianizie
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Bas1c.Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Ady. Dr. Sheela Hosamani Lsgal Expet
12. Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar SF)CL("'.]
' Scientist
,wz_fﬂ . Page No.2
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/\\ INSTITUTIONAL ETHICS COMMITTEE

[« \\ MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
[ & Y Junction of NH-4 and Sion Panvel Expressway, Sector-01,
%// Kamothe, Navi Mumbai- 410 209
/ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/IEC/ 0F<& / 23 Date:- |%/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to tic
study protocol.

The validity of this approval is for two years from date of approval. Within thi - pciiod,
the Institutional Ethics Committee expects to be periodically informed about
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

P 9}

Dr. Shilpa Patel
Menibor Secretary
IEC. “GMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /©%6 / 23 Date: - | 9/44/2023

To,

Neha Mishra

Guide — Dr. Priyanka Pareck

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Dietary Adequacy of Adults suffering from Tuberculosis in Tertiary Care Hospital,
Navi Mumbai

3. IEC-MGMDCH reference no M (:+™M ]DCH j IEQ’ 03¢ 123 ;

Dear Neha Mishra

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 14 |2 |23

Application to [IERC MGMDCH dt. \ 52|23

Summary of research protocol

Research protocol (Version 2-dt 1512423 )

Amendments to research protocol (No  Dt....../  /2023) N/A
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10.  Amendments to the ICD (Version ........, dt...../ /2023)
1. Case Record Form (CRF) / Study Questionnaire / Study Proforma v~
12, Principal investigators Current Curriculum Vitae (signed and dated) "
13. Subject recruitment procedures: advertisement, letters to doctors, notices N#&
14. " Investigator Brochure (IB) — applicable for investigational new drugs (IND) N A
5. Ethics Committee clearance of other study centers (Total No. ) pJ A
16.  Insurance policy ifany A F¥
17. Drugs Controller General (India) [DCG(I)] clearance if applicable ™~ A
18.  Investigator’s undertaking to DCG(I) if applicable 3 A
19.  Health Ministry Screening Committee (HMSC) approval if applicable ) A
20. Bhabha Atomic Research Centre (BARC) approval if applicable -f A
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable p§ f
22, Director General of Foreign Trade (DGFT) approval if applicable pf A
23.  FDA marketing/manufacturing license for herbal drugs. if applicable N &
Other Documents (SPeCify ................oovuueiuieeireii ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209

\J Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ o3& / 22

Date: -1/ 4 /2023

The {c. owing members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
SE. N hatime Responsibilit
& % "7
Ciiairman,
1. Dr. Deepak Langade Scientific
Co-
2, Dr. Prakash Khandelwal Chairperson,
Scientific
3, Dr. Shilpa Patel hlember
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basw_.\dcldlcal
) Scientist
10. Mrs. Sabitha Praveen Member
11. Adyv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
) o Social
13. Mrs. Rupali Gujar e laimtes
DECISION wA.p POl Page No.2




ra INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

\
L

”\\w
7
/

= Junction of NH-4 and Sion Panvel Expressway, Sector-01,
\ ’k/ J Y Kamothe, Navi Mumbai- 410 209
\ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/ IEC/ 06 / 23 Date:- V34/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

I.  Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
rclated procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:
o The progress of the study
e Any Serious Adverse Event (SAE) occurring in the course of the study
¢  Any significant changes in the protocol/patient information/ informed consent
e Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of ihe study
It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

W

Thanking you
Yours Sincerely,

LS

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC /0% ¥ 22 Date: - 13/4/2023

To,

Shreya Bhatt

Guide — Dr. Parineeta Samant

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
. Your submission of dissertation study protocol
2. Study Title: Assessment of Dietary Status and Lifestyle Patterns of Chronic Kidney Disease
Patients not requiring Dialysis

3. TEC-MGMDCH reference no M &M | DCH | rec|oq9# 23
Dear Shreya Bhatt

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date | ! 3 ' 23

Application to [IERC MGMDCH dt. | 5712 2.3

Summary of research protocol

Research protocol (Version 2-dt | S '7"’)—-3 )

Amendments to research protocol No Dt....../  /2023) N/A

ICD in Hindi language translated from English (Version ..?-... dt. 15./ 2 /12023)
ICD in Marathi language translated from English (Version . 2...dt.\ .. /2= /2023)

! Back translations of ICD from Hindi to English (Version .. 2=, dt.. &7 #/2023) N A
9. Back translations of ICD from Marathi to English (Version &....dt. /% / 3=/2023) N [y
10.  Amendments to the ICD (Version ........ ,dt..../ 0 /2023)

11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «~

12 Principal investigators Current Curriculum Vitae (signed and dated) "

13. Subject recruitment procedures: advertisement, letters to doctors, notices A A

4. Investigator Brochure (IB) — applicable for investigational new drugs (IND)J A

15. Ethics Committee clearance of other study centers (Total No. ) Y4

16.  Insurance policy ifany w1 &

7. Drugs Controller General (India) [DCG(I)] clearance if applicable nNA

18.  Investigator’s undertaking to DCG(I) if applicable  nf &

19. Health Ministry Screening Committee (HMSC) approval if applicable V4

20.  Bhabha Atomic Research Centre (BARC) approval if applicable AJA

21. Genetic Engineering Advisory Committee (GEAC) approval if applicable VN2

22.  Director General of Foreign Trade (DGFT) approval if applicable  pJ /¢

23.  FDA marketing/manufacturing license for herbal drugs. if applicable Jf
Other Documents (SPeCify ...........ooiviiiiiieiiiiieece ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ OFF /23 Date: -13-/ Ly /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
S No Name Responsibilit
)7
Chairman.
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairpersor,
“cientific
3. Dr. Shilpa Patel QM PR
Secretary
4. Dr. Jyoti Nadgere Clinician
5 Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basm‘Me'd%cal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expent
12, Ms. Nithya Eldho Varghese Lay Person
3 p—_— Social
13. Mrs. Rupali Gujar Scientist
DECISION d&/ﬁ%&J«M Page No.2




T INSTITUTIONAL ETHICS COMMITTEE
( . \ MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
f ¥ g | Junction of NH-4 and Sion Panvel Expressway, Sector-01,
iﬁ/ J ‘5 Kamothe, Navi Mumbai- 410 209
g // Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/IEC/ ©OFF /23 Date: - |3/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the

study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the stucly

Any significant changes in the protocol/patient information/ informe:! consent

Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
5. Ttis mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

\ [
g
Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

Page No.3
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / OF&/ 22 Date: - 1F74 /2023

To,

Tanvi Mestry

Guide — Dr. Parineeta Samant

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Assessment of the Nutritional Status of Women Undergoing In-Vitro Fertilization
(IVF) Treatment

3. IEC-MGMDCH reference no M&M | DUH | T EC |03 23 .

Dear Tanvi Mestry

The TEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 193 ’ > } 23

1. Application to [ERC MGMDCH dt. {1223
Summary of research protocol
Research protocol (Version 2— dt \51 7-% 1.3 )
Amendments to research protocol (No Dt....../  /2023) N/A

9. Back translations of ICD from Marathi to English (Version e /2023) N5
10.  Amendments to the ICD (Version ........,dt...../  /2023)
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «~
12.  Principal investigators Current Curriculum Vitae (signed and dated) .~
13.  Subject recruitment procedures: advertisement, letters to doctors, notices M fx
14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) pJA
15.  Ethics Committee clearance of other study centers (Total No.)  pdd
16. Insurance policy ifany  pJ b
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable . %
18.  Investigator’s undertaking to DCG(I) if applicable nJ &
19.  Health Ministry Screening Committee (HMSC) approval if applicable pJ %
20. Bhabha Atomic Research Centre (BARC) approval if applicable A~
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable nf &
22, Director General of Foreign Trade (DGFT) approval if applicable &
23.  FDA marketing/manufacturing license for herbal drugs. if applicable o f
Other Documents (SPeCify .......ovvvviviviiiiiiiiiiiiiiei ) '



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ OFR / 23

Date: - (¥ k4 /2023

T he following members of the Ethics committee discussed the study documents and voted at

th.c meeting:

Role and
ST N Nane Responsibilit
y
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
. Qhi Member
3. Dr. Shilpa Patel Secretary
4. Dr. Jyoti Nadgere Clinician
5 Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Sofentifie
Member
g. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Bai\lc.Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Liogal Expert
12. Ms. Nithya Eldho Varghese Lay Person
C o Social
13. Mrs. Rupali Gujar Soientist
DECISION uﬁwmj Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ O TR ] 23 Date:- |9/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

—

Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
2. The investigators and other participants should be adequately trained on the protocol and its
rclated procedures, the Good Clinical Practices (GCP) guidelines prior to comm encing the
study.
Participating subjects should be adequately enlightened about the protocol during
‘nformed consent process and under insurance coverage in an event of any trial related
njury/accident.
4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:
e The progress of the study
e Any Serious Adverse Event (SAE) occurring in the course of the study
e Any significant changes in the protocol/patient information/ informed consent
e Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

(%)

Thanking you
Yours Sincerely,

N o
hige
Dr. Shilpa Patel

Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC /09 / 1.3 Date: - i'?/‘-’/2023

To,

Shweta Shinde

Guide — Dr. Vijay Kamale

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: Nutritional Knowledge on Ketogenic Diet Among parents of Epileptic Children

3. IEC-MGMDCH reference no M (M ( DCH]IL—?C,‘D:H ]w

Dear Shweta Shinde

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date | ’ 3 ’9.3

1. Application to IERC MGMDCH dt. 151223

2 Summary of research protocol

3 Research protocol (Version 2dt 15]2§2.3)

4 Amendments to research protocol (No  Dt....../  /2023) N/A

5 Informed consent document (ICD) in English (Version .. 2:.dt.).%/ 2-2023)

6 ICD in Hindi language translated from English (Version ..2=... dt. .15/ 2+2023)

7 ICD in Marathi language translated from English (Version Z....dt..\Z.. / 2- /2023)

8 Back translations of ICD from Hindi to English (Version ..2%..dt.. }5/ 252023) J A4
9 Back translations of ICD from Marathi to English (Version .#%...dt. .\5./ 2 /2023) N X
10.  Amendments to the ICD (Version ........ Jdt.. /0 /2023)

11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «”

12, Principal investigators Current Curriculum Vitae (signed and dated) v~

13, Subject recruitment procedures: advertisement, letters to doctors, notices A #
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) NA
15. Ethics Committee clearance of other study centers (Total No. ) N

16.  Insurance policy if any o Py '

17. Drugs Controller General (India) [DCG(I)] clearance if applicable NA

18.  Investigator’s undertaking to DCG(I) if applicable 4 f§

19.  Health Ministry Screening Committee (HMSC) approval if applicable ™ #

20.  Bhabha Atomic Research Centre (BARC) approval if applicable ™ f

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable . ff
22.  Director General of Foreign Trade (DGFT) approval if applicable N &

23.  FDA marketing/manufacturing license for herbal drugs. if applicable N
Other Documents (SPECify ..........coovveiiiiiiiiiiiiiiiieiieaiinn., ) ‘ Page No. 1



MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPIT.: L

/ ) INSTITUTIONAL ETHICS COMMITTEE
\ 3 *%\X Junction of NH-4 and Sion Panvel Expressway, Sector-01,

J ¥> / Kamothe, Navi Mumbai- 410 209
\_/ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.: =.in
MGM/DCH/ IEC/ ©F9 /23 Date: -13-/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role and
S N Naime Responsibilit
y
1 Dr. Deepak Langade Chamman,
’ ) Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Wlemioer:
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V. K. Member
7. Dr. Sumanthini M. V SEIEntine
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basio iedigal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
- ' —— Social
13 Mrs. Rupali Gujar Scientist

DECISION \,@XWMJ ., Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ©F9 / 23 Date: - H»/Ly /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (Www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to comnmencing the
study.

3. Participating subjects should be adequately enlightened about the protocol dr ing
informed consent process and under insurance coverage in an event of any (11al related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you

Yours Sincercly,

Dr. Shilpa Patel
Member Secretary

[EC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 080/ 23 Date: - |F-/44/2023

To,

Isha Sinnarkar

Guide — Dr. Vijay Kamale

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Nutritional Status and Iron Intake of Children with Thalassemia Major
3. IEC-MGMDCH reference no M (1™ ) DU )‘I E‘t) 08&0 ! 22

Dear Isha Sinnarkar

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date | :HE ) 23

Application to JERC MGMDCH dt. 512123
Summary of research protocol
Research protocol (Version 2-dt 15]2]23 )
Amendments to research protocol (No  Dt....../  /2023) N/A
Informed consent document (ICD) in English (Version .. 2-.dt.19/ 2 /2023)
ICD in Hindi language translated from English (Version ...%. .. dt. .\5/ 2-/2023)
ICD in Marathi language translated from English (Version . 2-...dt. 1S, /2- /2023)
Back translations of ICD from Hindi to English (Version .. 2...dt. 15 / 2-/2023)
9. Back translations of ICD from Marathi to English (Version ..2-, dt. 1S/ > /2023)
10.  Amendments to the ICD (Version ........, dt...../ /2023)
I1.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «”
12. Principal investigators Current Curriculum Vitae (signed and dated) v~
13. Subject recruitment procedures: advertisement, letters to doctors, notices A
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) Wi
5. Ethics Committee clearance of other study centers (Total No. ) &l B
16. Insurance policy ifany
7. Drugs Controller General (India) [DCG(I)] clearance if applicable N A
18.  Investigator’s undertaking to DCG(I) if applicable #f p k
19. " Health Ministry Screening Committee (HMSC) approval if applicable pJ &
20.  Bhabha Atomic Research Centre (BARC) approval if applicable A
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable ! ¥
22.  Director General of Foreign Trade (DGFT) approval if applicable jnJ #r
23.  FDA marketing/manufacturing license for herbal drugs. if applicable . jp
Other Documents (SPECify ...........oveueeieeees ) :

20 H O DB LA o



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

N

MGM/DCH/ IEC/ ©80 / 23

Date: - 1% 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
AL NG, e Responsibilit
Y
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Member
Secretary
4. Dr. Jyoti Nadgere Clinician
3. Dr. Vineet Kini Member
0. Dr. Ravindranath V.K. Member
7 Dr. Sumanthini M. V BeiEmiiie
' ’ ' Member
8. Dr. Usha Asnani. Member
0. Dr. Rajesh Goel Bas1c.Me.d1cal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12, Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar Sgcia_l
U Scientist
DECISION @WM Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ O8O0 /] 25 Date: - |3/ L’ /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (Www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident. :

4. Participating subjects should not be put to additional financial burden related 1o the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

o The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

duisfs
Dr. Shilpa Patel
Member Secretary

[EC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209 "
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /©9%/ 23 Date: - 17/44/2023

To,

Falguni Dalal

Guide — Dr. Anjali Sabnis

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Prevalence of NUDT & TPMT genetic Variant in patients with multiple disorders
3. IEC-MGMDCH reference no M (v | DCH I IEQ] 09 4’ 273 .

Dear Falguni Dalal

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date | § | 2 l 23

Application to [ERC MGMDCH dt. \S{2} 2.3
Summary of research protocol
Research protocol (Version 2-dt \5-‘3-' 23 )
Amendments to research protocol (No Dt - /2023) N/A
ICD in Hindi language translated from Encrllsh (VCISIOI‘I L de.I€./ 1 2023)
ICD in Marathi language translated from English (Version . 2....dt. V6o / /2023)
Back translations of ICD from Hindi to English (Version ...a=dt.}¢.. / 2572023) N- A
Back translations of ICD from Marathi to English (Version .. 2~.dt.1$./ 2 /12023) N o
10.  Amendments to the ICD (Version ........,dt...../  /2023)
LL.  Case Record Form (CRF) / Study Questlonnaire / Study Proforma v
12. Principal investigators Current Curriculum Vitae (signed and dated) v
13. Subject recruitment procedures: advertisement, letters to doctors, notices A
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) VA
15. Ethics Committee clearance of other study centers (Total No. ) NA
16.  Insurance policy if any NA
7. Drugs Controller General (India) [DCG(I)] clearance if applicable N A
18.  Investigator’s undertaking to DCG(I) if applicable N#&
19. Health Ministry Screening Committee (HMSC) approval if applicable NA
20.  Bhabha Atomic Research Centre (BARC) approval if applicable (v A
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable NP
22.  Director General of Foreign Trade (DGFT) approval if applicable NA
23.  FDA marketing/manufacturing license for herbal drugs. if applicable N#
Other Documents (SPeCify ...........cocoviiierenieie i, )
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©A3F / 2.3 Date: - |#/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting;:

Role and
S Do Nare Responsibilit
y
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3 Dr. Shilpa Patel M
Secretary
Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V HelEnkiie
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basw'Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
C o Social
13. Mrs. Rupali Gujar Scientist
DECISION \;A/Ppﬁv&bwg : Page No.2




/\ INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
LS Junction of NH-4 and Sion Panvel Expressway, Sector-01,

\T | % / Kamothe, Navi Mumbai- 410 209
‘ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 093F /23 Date: - 19/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol durir g
informed consent process and under insurance coverage in an event of any tria! related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

o  Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC /€98 /23 Date: - 7/ /2023

To,

Vaishnavi Sonawane

Guide — Dr. Anjali Sabnis

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Role of Fluoroscence in situ hybridization (FISH) in the diagnosis of lung cancer
3. IEC-MGMDCH reference no MG [DCH | tEC| 09 8|23 -

Dear Vaishnavi Sonawane

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date iS] 2 I 23.

1. Application to [ERC MGMDCH dt. 157 2{23
Summary of research protocol
Research protocol (Version 2 dt 15]2{23 )
Amendments to research protocol (No Dt....../  /2023) N/A
Informed consent document (ICD) in English (Version ...... dt...../  /2023) NA
ICD in Hindi language translated from English (Version ........ dt. .../ /2023) NA
ICD in Marathi language translated from English (Version ....... dt....../ 023 N A
Back translations of ICD from Hindi to English (Version ....... dt....../  /2023) MA
9. Back translations of ICD from Marathi to English (Version ....... dt...... ! /2023) WA
10.  Amendments to the ICD (Version ........ ,dte. /0 /2023)
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «~”
12. Principal investigators Current Curriculum Vitae (signed and dated) <~
13. Subject recruitment procedures: advertisement, letters to doctors, notices R
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) rv-&
5. Ethics Committee clearance of other study centers (Total No. ) N A
16.  Insurance policy if any N P
17. Drugs Controller General (India) [DCG(T)] clearance if applicable NB
18.  Investigator’s undertaking to DCG(I) if applicable NF
19.  Health Ministry Screening Committee (HMSC) approval if applicablep f
20.  Bhabha Atomic Research Centre (BARC) approval if applicable N A
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable n p
22.  Director General of Foreign Trade (DGFT) approval if applicable pjp
23.  FDA marketing/manufacturing license for herbal drugs. if applicable N
Other Documents (SPECify .....ovviviviininieiiiiiiie e )
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©48 /23 Date: -1 #/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role and
oL TR Naime Responsibilit
y
Chairman,
Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Manmber
- Secretary
Dr. Jyoti Nadgere Clinician
s. Dr. Vineet Kini Member
6. Dr. Ravindranath V. K. Member
) . Scientiiic
7. Dr. Sumanthini M. V Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basm.Me_dlcaI
Scientist
10. Mrs. Sabitha Praveen Member
11, Adv. Dr. Sheela Hosamani Logel Expert
12. Ms. Nithya Eldho Varghese Lay Person
N o Social
‘« Mrs. Rupali Gujar Scientist

DECISION \,&P»P&é’l‘wug , Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ Qg /] 23 Date:- {%+/ 4 /2023

Based on the discussion of the submitted documents for the scientific and cthical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1.

[U5)

Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
tollowing:
The progress of the study
Any Serious Adverse Event (SAE) occurring in the course of the study
Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study
It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilpa atel
Member Secretary
IEC, MGMDCH
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail; mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /099 /2-3 . Date: - {3/4§ /2023

To,

Ayesha Fasahate

Guide — Dr. Anjali Sabnis

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
Study Title: Analysis of pre implantation Genetic Testing for Aneuploidies in Indian Women
undergoing In-Vitro Fertilization (IVF) treatment

2. IEC-MGMDCH reference no MU‘M’ DCH ’ ‘1:&;‘(,‘ 099 } 23
Dear Ayesha Fasahate

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date ;gl 3 } 23

Application to [ERC MGMDCH dt. 157222,
Summary of research protocol
Research protocol (Version 2-dt {5 222 )
Amendments to research protocol (No Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version .. .d2s. /v /2023)
ICD in Hindi language translated from English (Version .. 2.... dt. .{{./ ™ /2023)
ICD in Marathi language translated from English (Version .....dt..J¢.. /2 /2023)
Back translations of ICD from Hindi to English (Version . 4. dt. § / & 2023) W
9. Back translations of ICD from Marathi to English (Version .. Z..dt.1&. /2 12023) Iy
10.  Amendments to the ICD (Version ........, dt...../ /2023)
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma «*
12, Principal investigators Current Curriculum Vitae (signed and dated)~”
13. Subject recruitment procedures: advertisement, letters to doctors, notices
14 Investigator Brochure (IB) — applicable for investigational new drugs (IND) N B
15, Ethics Committee clearance of other study centers (Total No. ) N &
16.  Insurance policy if any W R
17. " Drugs Controller General (India) [DCG(I)] clearance if applicable NP
I8.  Investigator’s undertaking to DCG(T) if applicable N
19.  Health Ministry Screening Committee (HMSC) approval if applicable N A
20.  Bhabha Atomic Research Centre (BARC) approval if applicable N
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N P
22, Director General of Foreign Trade (DGFT) approval if applicable ny P
23.  FDA marketing/manufacturing license for herbal drugs. if applicable N
Other Documents (SPeCify ..........ooouveeeeiinesi )
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ €99 / 23

Date: - [3/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

i Role and
Sr. No. Name Responsibilit
Y
Chairman,
L Dr. Deepak Langade Scientific
Co-
2, Dr. Prakash Khandelwal Chairperson,
Scientific
. : Membe
3. Dr. Shilpa Patel o
Sacretary
4, Dr. Jyoti Nadgere (‘linician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Bas1c.Me'dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12 Ms. Nithya Eldho Varghese Lay Person
] . s Social
13. Mrs. Rupali Gujar Scientist
DECISION \,&P?a,awe_éﬁ ‘. Page No.2




e INSTITUTIONAL ETHICS COMMITTEE

/; uy\\ MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

[~ | Junction of NH-4 and Sion Panvel Expressway, Sector-01,

\T'» 3| \/ Kamothe, Navi Mumbai- 410 209

v Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/IEC/ ©99 [ 23 Date:- |%/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

Participating subjects should be adequately enlightened about the protocol during
formed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

""he validity of this approval is for two years from date of approval. Within this period,
tue Institutional Ethics Committee expects to be periodically informed about the
following:

® The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

@ Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

o To provide an abridge copy of the final report after completion of the study

5. Tt 1s mandatory for the investigators affiliated with other institutions to provide a lotter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

0 TR {

o
Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC / 100 / 23 Date: - 174/4/2023

To,

Shreshtha Mishra

Guide — Dr. Anjali Sabnis

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: Comparative analysis of Non -invasive buccal swab and blood samples in paediatric
patient with developmental delays using chromosomal microarray

3. IEC-MGMDCH reference no MCrv | DCH | TEC| 100 |23
Dear Shreshtha Mishra

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {& ‘ 5; 23

I.  Application to IERC MGMDCH dt. 152} 2.3
Summary of research protocol
Research protocol (Version 2.dt '512]23 )
Amendments to research protocol (No Dt o/ /2023) N/A

. Back translations of ICD from Hindi to English (Version ..%‘—..dt 5/ =/2023) N &
9. Back translations of ICD from Marathi to English (Version A E /2023) N O
10.  Amendments to the ICD (Version ........,dt...../  /2023)

I1.  Case Record Form (CRF) / Study Questionnaire / Study Proforma .

12, Principal investigators Current Curriculum Vitae (signed and dated) <~

13. Subject recruitment procedures: advertisement, letters to doctors, notices N A

14 Investigator Brochure (IB) — applicable for investigational new drugs (IND)N A

15. Ethics Committee clearance of other study centers (Total No. ) NA

16.  Insurance policy if any N/

17. Drugs Controller General (India) [DCG(I)] clearance if applicable NP@

18.  Investigator’s undertaking to DCG(I) if applicable NR

19.  Health Ministry Screening Committee (HMSC) approval if applicable

20. Bhabha Atomic Research Centre (BARC) approval if applicable N

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicableN A

22.  Director General of Foreign Trade (DGFT) approval if applicable N

23.  FDA marketing/manufacturing license for herbal drugs. if applicable njB
Other Documents (SPecify ........occoeeiiiiiiiiiiiiiiiiiiiiien, )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & 11OSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209 :
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ to0 /23 Date: - |%/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

o Role and
AN, INHE Responsibilit
M
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Metnber
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
0. Dr. Rajesh Goel Basm.Me'dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Lxpert
12. Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar mhatal
’ =S J Scientist

DECISION Jf_»jzp»u&,uub Page No.2



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

5 Kamothe, Navi Mumbai- 410 209
// Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/IEC/ 160 / 23 Date: - 1%/ A4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study

It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

W

Thanking vou
Yours Sincerely,

IR
Dr. Shilpa I;atel
Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /10} /23 Date: - 174./4 /2023

To,

Soumi Ghosh

Guide — Dr. Anjali Sabnis

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Identification of deletions and duplications in the Duchenne Muscular Dystrophy
gene in children by Multiplex Ligation - dependant Probe Amplification method

3. IEC-MGMDCH reference no MM | DCH | ‘LE’C; 01|23

Dear Soumi Ghosh

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date (O ’ Ly ’ 23

L. Application to [ERC MGMDCH dt. {5{ 2| 1.3
Summary of research protocol
Research protocol (Version 2.dt 15223 )
Amendments to research protocol (No  Dt....../  /2023) N/A R
Informed consent document (ICD) in English (Version .2= .dt. {$/ 2 /2023) fo-f3
ICD in Hindi language translated from English (Version .. .. dt. IS../2_ /2023)
ICD in Marathi language translated from English (Version .2 .. dt.£$../ L /2023)
Back translations of ICD from Hindi to English (Version ..2=..dt.. {S./ 2 /2023) puas
9. Back translations of ICD from Marathi to English (Version ..%-..dt.}<.. / 2 /2023) 1@}-&
10.  Amendments to the ICD (Version ........ ,de...../ /2023)
I1. Case Record Form (CRF) / Study Questionnaire / Study Proforma v ’
12, Principal investigators Current Curriculum Vitae (signed and dated) v
13.  Subject recruitment procedures: advertisement, letters to doctors, notices N A
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) NP
5. Ethics Committee clearance of other study centers (Total No. ) np
16.  Insurance policy if any N A
17. Drugs Controller General (India) [DCG(I)] clearance if applicable Wi
18.  Investigator’s undertaking to DCG(I) if applicable pA \
19. Health Ministry Screening Committee (HMSC) approval if applicable N A
20.  Bhabha Atomic Research Centre (BARC) approval if applicable N A
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable n#
22.  Director General of Foreign Trade (DGFT) approval if applicable N
23.  FDA marketing/manufacturing license for herbal drugs. if applicable nN&
Other Documents (SPecify ..............ooooviieiiiiiniiiniiiii, )
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
/ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
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MGM/DCH/IEC/ 10} [/ 23 Date: - 13/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role and
Sr. No. Name Responsibilit
)7
Chairman
1. . De L
Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Member
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V BRISALNe
Member
8. Dr. Usha Asnani. Member
Dr. Rajesh Goel Bas: C.I\/J'G.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
1. Adv. Dr. Sheela Hosamani Eisgel. Bt
12. Ms. Nithya Eldho Varghese Lay Person
13. Mrs. Rupali Gujar Spcigl
Scientist

DECISION \,Qp[ya,cpuf Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 0} / 23 Date:- 13/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the rescarch protocol to be conducted and its presented form subject to the following conditions:

I. Applicable and mandatory regulatory permissions to be obtained prior to commenccment of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

[N

The investigators and other participants should be adequately trained on the protocol and its

related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the

study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

®

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you

Yours Sincerely,

g

Dr. Shilpa Patel

Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /{02/2-3 Date: - {%/4/2023

To,

Tejal Naik

Guide — Dr. Anjali Sabnis

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Cytogenetic Analysis of patients with syndromic Orofacial clefts
3. IEC-MGMDCH reference no M (A ’ DCH ]']: (;(;' 10 l} 23

Dear Tejal Naik

The IEC- MGMDCH has received and reviewed
your submission

| Following documents were reviewed in the meeting held on date O "4 ' 2%

L. Application to [ERC MGMDCH dt. 15{2{22
Summary of research protocol
Research protocol (Version 2 dt 15223 )
Amendments to research protocol (No Dt....../ /2023) N/A

ICD in Hindi language translated from English (Version ... 2. dt. .15/ 2-/2023)
ICD in Marathi language translated from English (Version ..2-..dt..\5. /2~ /2023)

. Back translations of ICD from Hindi to English (Version ... .dt.. &/ 2 /2023) N A
9. Back translations of ICD from Marathi to English (Version . 2. dt. 15 / 3=72023) N A
10.  Amendments to the ICD (Version ........, dt...../ /2023)

11. Case Record Form (CRF) / Study Questionnaire / Study Proforma

12, Principal investigators Current Curriculum Vitae (signed and dated)"/

13. Subject recruitment procedures: advertisement, letters to doctors, notices A

14. Investigator Brochure (IB) — applicable for investigational new drugs (IND)NA

15. Ethics Committee clearance of other study centers (Total No. ) NA

16.  Insurance policy if any N#&

7. Drugs Controller General (India) [DCG(I)] clearance if applicable N

18.  Investigator’s undertaking to DCG(I) if applicable n A

19. Health Ministry Screening Committee (HMSC) approval if applicable Ny A

20.  Bhabha Atomic Research Centre (BARC) approval if applicable N A

21. Genetic Engineering Advisory Committee (GEAC) approval if applicable NP+

22, Director General of Foreign Trade (DGFT) approval if applicable N P

23.  FDA marketing/manufacturing license for herbal drugs. if applicable pJ
Other Documents (SPeCify ...............ooveuoeueeeineei )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 102 /2.3 Date: - 14/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

S N Role and
B X8 axue Responsibilit
y
Chairman,
1. Dr. Deepak Langade Scientific
Co-
Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel {\4e1nber
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basm'Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
1. Adv. Dr. Sheela Hosamani Lagal Expert
12. Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar Speil
- | S Scientist

DECISION \,M?F/ubtcp Page No.2



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/  to / 23 Date:- {4/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Ttis mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely

L

Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC /103 /2.3 Date: - 13 /4/2023

To,

SS Malathy

Guide — Dr. Anjali Sabnis

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: Identification of deletions and duplications in the spinal muscular atrophy gene in
children by Multiplex Ligation- dependant Probe Amplification method
3. IEC-MGMDCH reference no MG | DCH | TEC|103]23

Dear SS Malathy

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 10 ‘ H } 22

Application to [ERC MGMDCH dt. {52423
Summary of research protocol
Research protocol (Version 2 dt {5 223 )
Amendments to research protocol (No  Dt....../  /2023) N/A
ICD in Hindi language translated from English (Version ... 2. dt. .15/ 2-/2023)
ICD in Marathi language translated from English (Version .2-...dt. \ 5., /2— /2023)
: Back translations of ICD from Hindi to English (Version 2= ..dt..H57/ 2 /2023) N A
9. Back translations of ICD from Marathi to English (Version . . . dt. 15, / 2=/2023) N oS
10.  Amendments to the ICD (Version ........ ,dt.... /o /2023)
1. Case Record Form (CRF) / Study Questionnaire / Study Proforma v
12, Principal investigators Current Curriculum Vitae (signed and dated) v*
13. Subject recruitment procedures: advertisement, letters to doctors, notices i #
4. Investigator Brochure (IB) — applicable for investigational new drugs (IND) MR
15. Ethics Committee clearance of other study centers (Total No. ) NB
16.  Insurance policy if any NP
7. Drugs Controller General (India) [DCG(I)] clearance if applicable N#&
18.  Investigator’s undertaking to DCG(I) if applicable NA
19. Health Ministry Screening Committee (HMSC) approval if applicable N#
20.  Bhabha Atomic Research Centre (BARC) approval if applicable n f
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable NA
22. Director General of Foreign Trade (DGFT) approval if applicable NA
23.  FDA marketing/manufacturing license for herbal drugs. if applicable VR
Other Documents (SPecify ...........oooueeieeineeeeie )
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INSTITUTIONAL ETHICS COMMITTEE
s /);\ MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

ig ) Junction of NH-4 and Sion Panvel Expressway, Sector-01,
\'k/ k| Kamothe, Navi Mumbai- 410 209
\\/ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/ IEC/ (03 [/ 23 Date: - ¥/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

. Role and
Sr. No. Name Responsibilit
hi
Chairman,
I. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3, Dr. Shilpa Patel Member
Secretary
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Merber
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basw.Me_dlcal
Scientist
10. Mrs. Sabitha Praveen Membe
I1. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
13. Mrs. Rupali Gujar S.ocia.J
Scientist

DECISION @H}»\,Q/kap Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604 Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

|
| MGM/DCH/IEC/ 103 / 22 Date: - \#/4 /2023
|

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study
5. Tt 's mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Commiitee of the respective institution.

Thanking you
Y ours Sincerely,

Pisdly
Dr. Shilpa Patel

Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /{1CH /23 Date: - 1"+/ /2023

To,

Shruti Anand

Guide — Dr. Anjali Sabnis

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol

2. Study Title: @-{ e prevolence &g PV 1293 M vasilant en
CACNA| A Q.PL
3. IEC-MGMDCH reference no ™ Crta \DC’H ’qu 104 |22

Dear Shruti Anand

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date | & )5 r 22

. Application to IERC MGMDCH dt. {5 |2} 23

2 Summary of research protocol

3 Research protocol (Version 2-dt {5{2423 )

4, Amendments to research protocol (No Dt....../  /2023) N/A

5. Informed consent document (ICD) in English (Version . &.dt. [{. / 2-/2023)

6 ICD in Hindi language translated from English (Version ...2%. dt.[.§../ 2 /2023)
7 ICD in Marathi language translated from English (Version ..2...dt..}§.. / 2-/2023)
8

Back translations of ICD from Hindi to English (Version ... 2=dt..b&. / %/2023) ¥ A
9. Back translations of ICD from Marathi to English (Version ..%=..dt.1S.. /%2 /2023) w &
10.  Amendments to the ICD (Version ........, dt...../  /2023)

11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma+v”

12. Principal investigators Current Curriculum Vitae (signed and dated) «”

13. Subject recruitment procedures: advertisement, letters to doctors, notices N f

14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) NP

15. Ethics Committee clearance of other study centers (Total No. ) N i

16.  Insurance policy ifany P

17. Drugs Controller General (India) [DCG(I)] clearance if applicable N’

18.  Investigator’s undertaking to DCG(I) if applicable

19.  Health Ministry Screening Committee (HMSC) approval if applicable N

20.  Bhabha Atomic Research Centre (BARC) approval if applicable v/ 6

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N P

22, Director General of Foreign Trade (DGFT) approval if applicable A

23.  FDA marketing/manufacturing license for herbal drugs. if applicable N f
Other Documents (SPeCify .........oovvviininiiiiiiiiiiiiieee, )



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ou [/ 2.3

Date: - [/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. Name Responsibilit
.‘,7
Chairman,
L. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scentific
3. Dr. Shilpa Patel Member
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9, Dr. Rajesh Goel Bas1c'Me.d1cal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Lejgal Fapart
12. Ms. Nithya Eldho Varghese Lay Person
o Social
13. ) Co
Mrs. Rupali Gujar Scientist
DECISION ﬁ??ﬁ,@/hrﬁﬁ, . Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 1OW / 23 Date: - {3/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Part cipating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this ;eriod,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study
5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

oot

Dr. Shilp. Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /105 / 23 Date: - 1H44/2023

To,

Smruti Raut

Guide — Dr. Anjali Sabnis

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference: Sy

L. Your submission of dissertation study protocol . » Pobienigst .

2. Study Title: Mutatioi WWA @£ F508 %1’._5 m;‘oaj,&ac %dy«ww
Sequeency rMettndel “$

3. IEC-MGMDCH referenceio MGV | DeH | TEc|i0s]23 -

Dear Smruti Raut

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date (O ‘ L ’ 22 .,

I Application to [ERC MGMDCH dt. 5 || 23
Summary of research protocol
Research protocol (Version 2-dt 15{2|23 )
Amendments to research protocol (No  Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version .. 2~ .dt. \57/ 2-/2023)
ICD in Hindi language translated from English (Version ....2.. dt. .19/ 2-/2023)
ICD in Marathi language translated from English (Version . 2....dt. 15, /2— /2023)
Back translations of ICD from Hindi to English (Version ... dt.. )5/ Z 12023) INA
9. Back translations of ICD from Marathi to English (Version . 2= dt..15 / 2= 12023) N A
10. Amendments to the ICD (Version ........ ,dt...../  /2023)
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma «+~
12, Principal investigators Current Curriculum Vitae (signed and dated) v~
13. Subject recruitment procedures: advertisement, letters to doctors, notices N A
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) M A
15.  Ethics Committee clearance of other study centers (Total No. ) NA
16.  Insurance policy if any s
7. Drugs Controller General (India) [DCG(I)] clearance if applicable v p
18.  Investigator’s undertaking to DCG(I) if applicable v
19.  Health Ministry Screening Committee (HMSC) approval if applicables i
20.  Bhabha Atomic Research Centre (BARC) approval if applicable A
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable & f
22.  Director General of Foreign Trade (DGF T) approval if applicable N A
23.  FDA marketing/manufacturing license for herbal drugs. if applicable jh
Other Documents (SPecify .............ccoooeeeeeeeio )

POy Wy R oo



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.m

MGM/DCH/IEC/ 105 /[ 2.2 Date: - |/ & /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

. Role and
Q NO. e
SN Name Responsibilit
y
L Dr. Deepak Langade %2?;22;2’
Co-
2 Dr. Prakash Khandelwal ) Chairperson,
“cientific
3. Dr. Shilpa Patel éfg?g?;
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Sl\f[l;?tllﬁ;
8. Dr. Usha Asnani. Member
Oy Dr. Rajesh Goel Bassléigﬁteﬁral
10. Mrs. Sabitha Praveen Member
11 Adv. Dr. Sheela Hosamani Liegal Bxperf
12. Ms. Nithya Eldho Varghese Lay Person
3 s Social
3. Mrs. Rupali Gujar Seientist

DECISION us\.p,’;ww_éﬁ _ Page No.2



y /\ INSTITUTIONAL ETHICS COMMITTEE
AN

/ . & MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
ﬁ/” J Junction of NH-4 and Sion Panvel Expressway, Sector-01,
\/ | \/,‘ Kamothe, Navi Mumbai- 410 209
\J//’ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/IEC/ |05 / 23 Date:- &+/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:
The progress of the study
Any Serious Adverse Event (SAE) occurring in the course of the study
Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
| 5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
| approval from the Ethics Committee of the respective institution.

= =

Thanking you
Yours Sincerely,

" ‘)\/Q\A
W/ ¢
-

Dr. Shilpa Patel
Member Secretary
1IEC, MGMDCH

Page No.3




INSTITUTIONAL ETHICS COMMITTEE.
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /066 / 23 Date: - V9/4/2023

To,

Vijay Ghare

Guide - Dr. Aditya Nayak

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

. Your submission of dissertati n study protocol

2. Study Title: Incidehte. Vo‘?a uscle Cramps in Chronic Kidney Disease Patients undergoing
Maintenance Haemodialysis in a Tertiary care hospital in Raigad district of Maharashtra

3. IEC-MGMDCH reference no MGt | pcrH| TEC 066 |25 .
Dear Vijay Ghare

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {©O |4 ’ 2.2

Application to [ERC MGMDCH dt. 151 2)23
Summary of research protocol
Research protocol (Version 2 dt {57{2-23 )
Amendments to research protocol (No  Dt....../ 12023) N/A
Informed consent document (ICD) in English (Version .. % .dt. \5 /2> /2023)
ICD in Hindi language translated from English (Version .... 2 dt. .15/ 2- /2023)
ICD in Marathi language translated from English (Version .2 dt..1S. /2> 2023)
Back translations of ICD from Hindi to English (Version ... & dt.. 18/ 2 /2023) N A
Back translations of ICD from Marathi to English (Version ..22..dt. 5 /2 2023)N A
10.  Amendments to the ICD (Version ........ ;dt...../  /2023)
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v
12, Principal investigators Current Curriculum Vitae (signed and dated) «*
13. Subject recruitment procedures: advertisement, letters to doctors, notices 1 &
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) o
15. Ethics Committee clearance of other study centers (Total No. ) N
16.  Insurance policy if any NA
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N A
18. Investigator’s undertaking to DCG(T) if applicable N #
19.  Health Ministry Screening Committee (HMSC) approval if applicable ~#&
20. Bhabha Atomic Research Centre (BARC) approval if applicable pp
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable pA
22.  Director General of F oreign Trade (DGFT) approval if applicable N
23. FDA marketing/manufacturing license for herbal drugs. if applicable NP
Other Documents (Specify .................co..............._ )

e e I



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©6E [/ 23 Date: - {#/ 4 /2023

The following members of the Ethics committee discussed the study documents «n. voted at
the meeting:

. Role and
B NG Namie Responsibilit
hi
‘ Chairman,
% I. Dr. Deepak Langade Scientific
Co-
2 Dr. Prakash Khandelwal Chairperson,
| Scientific
3 Dr. Shilpa Patel Member
Secretary
4 Dr. Jyoti Nadgere Clinician
3. Dr. Vineet Kini Member
0. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Bas1c'Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
1 L. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
13. Mrs. Rupali Gujar Sgcigl
Scientist

DECISION Mﬁ)w,&«mfﬁ ' Page No.2
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ©6E& /] 23 Date: - 3/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, ve approve
the research protocol to be conducted and its presented form subject to the following conc tions:

—

Applicable and mandatory regulatory permissions to be obtained prior to commencement of

the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

). The investigators and other participants should be adequately trained on the protocol and its

related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the

study.
Participating subjects should be adequately enlightened about the protocol during

(&%)

informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a lctte - of

Thanking you

\_ approval from the Ethics Committee of the respective institution.

Yours Sincerely,

Dr. Shilpa Patel

Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /0% /2.3 Date: - |3/ 4/2023

To,

Asmita Jadhav

Guide — Dr. Aditya Nayak

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission ol@,@@ﬁg&q}éon study protocol
2. Study Title: lnetdetice of Hypoglycemia During Haemodialysis in tertiary care Hospital in Raigad
district of Maharashtra
3. IEC-MGMDCH reference no M| DCH | tec,l 0cq ' 23 .

Dear Asmita Jadhav

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 10423 .
. Application to [ERC MGMDCH dt. 15{2]23
Summary of research protocol

Research protocol (Version 2 dt {5]2{23 )
Amendments to research protocol (No  Dt....../  /2023) N/A
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9. Back translations of ICD from Marathi to English (Version .. 2= dt. 45, / & 12023)\d
10.  Amendments to the ICD (Version ........, dt...../ /2023)
1. Case Record Form (CRF) / Study Questionnaire / Study Proforma v
12, Principal investigators Current Curriculum Vitae (signed and dated) «~
3. Subject recruitment procedures: advertisement, letters to doctors, notices N A
14 Investigator Brochure (IB) — applicable for investigational new drugs (IND) y A
15.  Ethics Committee clearance of other study centers (Total No. ) A
16.  Insurance policy if any
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N A
18.  Investigator’s undertaking to DCG(I) if applicable p&
19. Health Ministry Screening Committee (HMSC) approval if applicable NA
20.  Bhabha Atomic Research Centre (BARC) approval if applicable N#&
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable NA
22.  Director General of Foreign Trade (DGFT) approval if applicable pA
23. FDA marketing/manufacturing license for herbal drugs. if applicable N A
Other Documents (SPecify ..................cooiiiiiiiiiiiini )



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ©&3 [ 23

Date: - \%,4 /2023

The following members of the Ethics committee discussed the study documents a1 voted at

the meeting:

n Role and
SRS R Responsibilit
y
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
| Scientific
3 Dr. Shilpa Patel Niermber
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Mermmber
6. Dr. Ravindranath V.K. Memt er
7. Dr. Sumanthini M. V Sw[:t(1entmc
NMember
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basm.Me.dmal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
[2. Ms. Nithya Eldho Varghese Lay Person
.  Social
13. Mrs. Rupali Gujar 8 genrelan
DECISION \&Ap chmﬁ Page Jo.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/  0¢3 / 23 Date: - 1% /4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

@ To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Wil
Dr. Shilpa Patel

Member Secretary
[EC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
. *~ MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
23 Junction of NH-4 and Sion Panvel Expressway, Sector-

{4 :a‘i
JK/} 5 01, Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 068/ 2.3 Date: - | #/4 /2023

To,

Rutuja Solkar

Guide — Dr. Aditya Nayak

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

I -
Reference: #“jggmeﬂt ] F
I~ Your submission of dissertation study protocol X U , )
2. Study Title: PAevaleiice ANXL , W aes| YaLeep g G

3. IEC-MGMDCH reference no MCrM| DCH | TEC| 068 |23 Fat et tee
Dear Rutuja Solkar

The [EC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 10| K ?13

Application to [ERC MGMDCH dt. 15{2]23

Summary of research protocol

Research protocol (Version 2-dt {5{>23 )

Amendments to research protocol No Dt....../  /2023) N/A
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9. Back translations of ICD from Marathi to English (Version Zdt X5/ /2023) N fy
10.  Amendments to the ICD (Version ........ ,dt...../ /2023)
I1.  Case Record Form (CRF) / Study Questionnaire / Study Proforma v~
12, Principal investigators Current Curriculum Vitae (signed and dated) v~
13.  Subject recruitment procedures: advertisement, letters to doctors, notices NA
14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) p
15.  Ethics Committee clearance of other study centers (Total No. ) N &
16.  Insurance policy ifany NA
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable pp
18.  Investigator’s undertaking to DCG(I) if applicable NP
19.  Health Ministry Screening Committee (HMSC) approval if applicable ¥ A
20. Bhabha Atomic Research Centre (BARC) approval if applicable n f
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N A
22, Director General of Foreign Trade (DGFT) approval if applicable N P
23.  FDA marketing/manufacturing license for herbal drugs. if applicable N P
Other Documents (SPeCify ........coveeeiiiiiiiiiiiiiiiiiiieien, )



il INSTITUTIONAL ETHICS COMMITTEE

/. Y k\\ MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
' K/T‘ | Junction of NH-4 and Sion Panvel Expressway, Sector-01,
§ Iy Kamothe, Navi Mumbai- 410 209
u Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/IEC/ 06& / 2.3 Date: - 19/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role and
Sr. No. Name Responsibilit
y
1. Dr. Deepak Langade Chgirman,
Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3 Dr. Shilpa Patel Member
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basp,iar’le.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
1. Adv. Dr. Sheela Hosamani Legal Bxpan:
12 Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar Sl
o - Rup J Scientist

DECISI ON ““’\*’W“UJ | Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 0¢8 / 23 Date:- (3 /4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
rolated procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
studs

(OS]

Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
4. TParticipating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:
e The progress of the study
e Any Serious Adverse Event (SAE) occurring in the course of the study
e Any significant changes in the protocol/patient information/ informed consent
e Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

0

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / |20/ 22 Date: - | F/4/2023

To,

Payal Dalvi

Guide — Dr. Raman Yadav

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of Dissertation study protocol i
2. Study Title: Isolation and Characterization of Anti-diabetic Prmc1plera—01ucos1dasc inhibitor
from Spice and its Bioinformatics Study

3. TEC-MGMDCH reference no M (Tt | DCH |TE(C | 120]23
Dear Payal Dalvi

The TEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {1 l L 5 22

I.  Application to [ERC MGMDCH dt. 22| | j2-3

2 Summary of research protocol

3. Research protocol (Version | dt 231|222

4. Amendments to research protocol (No Dt....../  /2023) N/A

5, Informed consent document (ICD) in English (Version ...... dt...../  /2023) NP

6. ICD in Hindi language translated from English (Version ........ de...../  /2023) o>
7. ICD in Marathi language translated from English (Version ....... dt....../  2023)NA
8. Back translations of ICD from Hindi to English (Version ....... dt....../  /2023)NA

9. Back translations of ICD from Marathi to English (Version ....... de...../  2023) N A

10.  Amendments to the ICD (Version ........ ydte.../ /2023) NP
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «~
12.  Principal investigators Current Curriculum Vitae (signed and dated)‘/
13.  Subject recruitment procedures: advertisement, letters to doctors, notices KNP
14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) N A
15.  Ethics Committee clearance of other study centers (Total No. ) NA
16.  Insurance policy if any N#¥
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N+
18.  Investigator’s undertaking to DCG(I) if applicable N A~
19.  Health Ministry Screening Committee (HMSC) approval if applicable NA
20.  Bhabha Atomic Research Centre (BARC) approval if applicable pJ 4
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N
22.  Director General of Foreign Trade (DGFT) approval if applicable N[
23. FDA marketing/manufacturing license for herbal drugs. if applicable pj pr
Other Documents (SPecify .......ovvvviiiiiiiiiieiien, ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmimumbai.ac.in

MGN/DCH/ IEC /

120 / 23

Date: - I7/ 4§ /2023

The following members of the sub-committee of Institutional Ethics Committee discussed
the study documents and voted at the meeting:

Role and
Sr. No. Name Respounsibilit
Y.
l. Dr. Prakash Khandelwal Challrpe‘rson,
Scientific
2. Dr. Shilpa Patel Niamber
Secretary
3. Dr. Jyoti Nadgere Clinician
4. Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
6. Dr. Sumanthini M. V Sgisntiﬁc
Member
7. Dr. Usha Asnani. Member
8. Adyv. Dr. Sheela Hosamani Lol Eoeppert

DECISION W&M

Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 120 / 23 Date:- 13/ 4 /2023

Rased o0 the discussion of the submitted documents for the scientific and ethical review, we approve
the res arch protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
mjury/accident.
4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:
The progress of the study
Any Serious Adverse Event (SAE) occurring in the course of the study
Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

o

¢ © e @

Thanking you
Yours Sincerely,

oy
Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ |2} / 23 Date: - 13 4/2023

To,

Tashfa M. Igbal Chilwan

Guide — Dr. Raman Yadav

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of Dissertation study protocol
2. Study Title: Metabolic Engineering of Baker’s Yeast for Increased Production of CO, and its
Application in Bread Making Process
3. IEC-MGMDCH reference no MCrM | DEH | Tec 1 |22

DearTashfa M. Igbal Chilwan

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date \1 I L) ' 23

1. Application to [ERC MGMDCH dt. 23123

Summary of research protocol

Research protocol (Version | dt 23 |t '9—3 )

Amendments to research protocol No Dt....../  /2023) N/A

Informed consent document (ICD) in English (Version . %-. Aduid /| /2023) N A
ICD in Hindi language translated from English (Version ..4.... dt. 2%/} /2023) N A
ICD in Marathi language translated from English (Version . 4....dt...3. / I /2023)NA

o5 3 B8 o B W o

9. Back translations of ICD from Marathi to English (Version . &...dt..14. /\ /2023)n A
10. Amendments to the ICD (Version ........ ,dt...../  /2023) NA
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v~
12.  Principal investigators Current Curriculum Vitae (signed and dated) ol
13.  Subject recruitment procedures: advertisement, letters to doctors, notices NA
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND)
15.  Ethics Committee clearance of other study centers (Total No. ) NP
16. TInsurance policy if any NP
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N A
18.  Investigator’s undertaking to DCG(I) if applicable N+
19.  Health Ministry Screening Committee (HMSC) approval if applicable Nif
20. Bhabha Atomic Research Centre (BARC) approval if applicable N A+
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N A
22.  Director General of Foreign Trade (DGFT) approval if applicable nft
23. FDA marketing/manufacturing license for herbal drugs. if applicable ps &
Other Documents (SPECITY e cuws suws sows voss oo vews snina es s v s s wovs ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209

\_/ Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ | /23 Date: -|+/ 4 /2023

The following members of the sub-committee of Institutional Ethics Committee discussed
the study documents and voted at the meeting:

Role an d
Sr. No. Name Responsibilit
Y
l. Dr. Prakash Khandelwal Ch‘al.rperson,
Scientific
2. Dr. Shilpa Patel Mertoer
Secretary
3. Dr. Jyoti Nadgere Clinician
4, Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
6. Dr. Sumanthini M. V Scientific
Member
7. Dr. Usha Asnani. Member
8. Adyv. Dr. Sheela Hosamani Legal Expert

DECISION A ppALLed Page 0.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 124 / 23 Date:- 13/ L} /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to comme:icing the
study.
Participating subjects should be adequately enlightened about the protocol uring
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
4. Participating subjects should not be put to additional financial burden related to the

study protocol.

The validity of this approval is for two years from date of approval. Within this period,

the Institutional Ethics Committee expects to be periodically informed about the

following:
The progress of the study
Any Serious Adverse Event (SAE) occurring in the course of the study
Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

no

(o8]

Thanking you
Yours Sincerely,

it
Dr. Shilpa Pate
Member Secretary

IEC, MGMDCH

Page No.3




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 122/2.2 Date: - |F/L4/2023

To,

Gauri Pawar

Guide — Dr. Raman Yadav

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of Dissertation study protocol

2. Study Title: Isolation of protein Based Pancreatic lipase inhibitor from Food Materials
3. IEC-MGMDCH reference no MCrM | DCH | LE(;} 12223

Dear Gauri Pawar

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 11 ’ L ' 23

Application to IERC MGMDCH dt. 23 | 1|22
Summary of research protocol
Research protocol (Version | dt 2% ) 1 . 2.3
Amendments to research protocol No Dt....../  /2023) N/A
Informed consent document (ICD) in English (Version ...... dt...../  /2023) N A
ICD in Hindi language translated from English (Version ........ dt...../  /2023) NA
ICD in Marathi language translated from English (Version ....... dt....../  /2023) NP
Back translations of ICD from Hindi to English (Version ....... dt...... [ 2023) NP
9. Back translations of ICD from Marathi to English (Version ....... de...... /12023 N A
10.  Amendments to the ICD (Version ........ dte.../  /2023) NP-
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma ~”
12.  Principal investigators Current Curriculum Vitae (signed and dated)»”
13.  Subject recruitment procedures: advertisement, letters to doctors, notices N A
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) N &
15.  Ethics Committee clearance of other study centers (Total No. ) N#
16.  Insurance policy if any NPT
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable N A+
18.  Investigator’s undertaking to DCG(I) if applicable N
19.  Health Ministry Screening Committee (HMSC) approval if applicable N &
20. Bhabha Atomic Research Centre (BARC) approval if applicable v -
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable NA
22.  Director General of Foreign Trade (DGFT) approval if applicable p»§ A
23.  FDA marketing/manufacturing license for herbal drugs. if applicable pA
Other Documents (SPeCify ...oouvuivieiriiiiiiie i ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTE!®
MAHATMA GANDHI MISSION’S DENTAL COLLEGE &: [{OSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 122 / 23 Date: - {9/ 4 /2023

['he following members of the sub-committee of Institutional Ethics Committee discussed
he study documents and voted at the meeting:

- Role and
:
Sr. No. Name Responsibilit
)T
1. Dr. Prakash Khandelwal Cha{l‘pe}‘son,
Scientific
2. Dr. Shilpa Patel ST
Secretary
3. Dr. Jyoti Nadgere Cl iician
4, Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
6. Dr. Sumanthini M. V Scientific
Member
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Lasgal Enpert

DECISION &ﬂﬂ)‘u&v‘;&e : Page No.2



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ (22 / 23 Date: - |3/ Ly /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

o Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Itis mandatory for the investigators affiliated with other institutions to provide  letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

o

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 657/2-2 Date: - | }-/£)/2023

To,

Alphonso Nadar

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: study of Effect of Heartfulness Meditation on Oxidative Stress, Psychological
Stress and the Role of Experiential Avoidance and Compassion

3. IEC-MGMDCH reference no pa(r™ ’ D )*IECA / 09 I 23
Dear Alphonso Nadar

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date |+ ' % l 272

Application to IERC MGMDCH dt. | q ?2«\ %
Summary of research protocol
Research protocol (Version | dt 15 | 2/\ 23 )
Amendments to research protocol (No Dt....../ /2023) N/A -
Informed consent document (ICD) in English (Version .. |...dt.. 15/ 2-12023)
ICD in Hindi language translated from English (Version ....}... dt.\s../ 2 /2023)
ICD in Marathi language translated from English (Version . .....dt.1 5. 2= 12023)
Back translations of ICD from Hindi to English (Version ...}...dt..}%./ 2-/2023)
. Back translations of ICD from Marathi to English (Version ..\....dt..] S/ 742023)
10. Amendments to the ICD (Version ........ ,dt...../  /2023)
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v~
12.  Principal investigators Current Curriculum Vitae (signed and dated)
13.  Subject recruitment procedures: advertisement, letters to doctors, notices N A
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) A
15. Ethics Committee clearance of other study centers (Total No.) N
16. Insurance policy ifany NP
17. Drugs Controller General (India) [DCG(I)] clearance if applicable NP
18. Investigator’s undertaking to DCG(]) if applicable NP
19. Health Ministry Screening Committee (HMSC) approval if applicable N
20. = Bhabha Atomic Research Centre (BARC) approval if applicable NP
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable \) #
22. Director General of Foreign Trade (DGFT) approval if applicable (v P
23. FDA marketing/manufacturing license for herbal drugs. if applicable ~ p—
Other Documents (SPECITY ........ooeueiieniiiiiii i, ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ©59 / 2.3

Date: -17+/4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. Name Responsibilit
¥
Chairman,
L. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Mesiber
Secretary
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V bc;enhﬁc
Member
8. Dr. Usha Asnani. Member
- ~A3
9. Dr. Rajesh Goel BdSIC.M C.“Lcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Lagsl bapert
12. Ms. Nithya Eldho Varghese Lay Person
. R Social
3. S. a L
3 Mrs. Rupali Gujar Sl
DECISION A pPALL-e ] Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGIVI/DCH/ IEC / o5 {f 23 Date:- |94 /4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (Wwww.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
stucy protocol.

Tle validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

¢ Any Serious Adverse Event (SAE) occurring in the course of the study

o Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Itis mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

s Lo g
Dr. Shilpa Patel
Member Secretary

IEC, MG IDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 051/2-% Date: - | }-/£)/2023

To,

Alphonso Nadar

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: study of Effect of Heartfulness Meditation on Oxidative Stress, Psychological
Stress and the Role of Experiential Avoidance and Compassion

3. IEC-MGMDCH reference no pi(y™ ’ DQ"}’IEC / 059 1 23
Dear Alphonso Nadar

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date | , ) l 272

1. Application to [ERC MGMDCH dt. (5| z\ 2>

2 Summary of research protocol

3 Research protocol (Version | dt 15(2]2> )

4 Amendments to research protocol (No Dt....../ /2023) N/A -

5 Informed consent document (ICD) in English (Version .. |...dt.. 15/ 2-12023)

6 ICD in Hindi language translated from English (Version ....}... dt.\s../ 2~ /2023)
7 ICD in Marathi language translated from English (Version . .....dt.1.5.. 2= 12023)
8 Back translations of ICD from Hindi to English (Version ...!...dt..)%./ 2-/2023)

9. Back translations of ICD from Marathi to English (Version ..\....dt..| S/ 2’72023)
10. Amendments to the ICD (Version ........, dt...../  /2023)
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v~
12. Principal investigators Current Curriculum Vitae (signed and dated) v~
13.  Subject recruitment procedures: advertisement, letters to doctors, notices N &
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) A
15. Ethics Committee clearance of other study centers (Total No.) N
16. Insurance policy ifany NP
17. Drugs Controller General (India) [DCG(I)] clearance if applicable NP
18. Investigator’s undertaking to DCG(I) if applicable NP
19. Health Ministry Screening Committee (HMSC) approval if applicable N+
20. Bhabha Atomic Research Centre (BARC) approval if applicable N
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable \ A
22.  Director General of Foreign Trade (DGFT) approval if applicable (v P
23.  FDA marketing/manufacturing license for herbal drugs. if applicable ~ p—
Other Documents (SPECIfy ........cooveiiiiiiiiiiiiiiiiiiiiiiin, ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /|t g /22 Date: - )4/4 /2023

To,

Rohini Dadas

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of Dissertation study protocol
2. Study Title: DPPH assay of Sarpagandha (Rauvolfia serpentina) extract and quantification of
total alkaloid content using HPTLC method

3. IEC-MGMDCH reference no pi (it l DO }j eC ‘ 0g ( 272
Dear Rohini Dadas

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date { | ) Ly ) 23

Application to IERC MGMDCH dt. 22| 1]22
Summary of research protocol .
Research protocol (Version | dt2-3 ) | ]‘23 )
Amendments to research protocol (No Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version ...... dt...../  /2023) NP
ICD in Hindi language translated from English (Version ........ dt...../ /2023) NP
ICD in Marathi language translated from English (Version ....... dt....../ /2023 PH
Back translations of ICD from Hindi to English (Version ....... dt...... / 12023)NP
. Back translations of ICD from Marathi to English (Version ....... dt....../  2023)N P
10. Amendments to the ICD (Version ........, dt...../  /2023) NP
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma +~
12.  Principal investigators Current Curriculum Vitae (signed and dated) 4
13.  Subject recruitment procedures: advertisement, letters to doctors, notices [ A
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) o P
15. Ethics Committee clearance of other study centers (Total No. ) N £
16. Insurance policy if any wJ
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N A
18. Investigator’s undertaking to DCG(J) if applicable N
19. Health Ministry Screening Committee (HMSC) approval if applicable N A
20. Bhabha Atomic Research Centre (BARC) approval if applicable N £
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N A
22. Director General of Foreign Trade (DGFT) approval if applicable ~N{
23.  FDA marketing/manufacturing license for herbal drugs. if applicable pf-
Other Documents (SPECIEY ......oviuiuieiiiiiiiiiiiieiieee ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022-27436604; Fax: 91-22-27433185; B-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 108 / 23

Date: -y7./ 4 /2023

The fo lowing members of the sub-committee of Institutional Ethics Committee discussed
the study documents and voted at the meeting:

Role and
Sr. No. Name Resposibilit
1 Dr. Prakash Khandelwal Cl}al.rp oLson,
Scientific
2. Dr. Shilpa Patel Member
Secretary
3. Dr. Jyoti Nadgere Clinician
4, Dr. Vineet Kini Member
5, Dr. Ravindranath V.K. Member
0. Dr. Sumanthini M. V SC,I ent‘lﬁc
Meinber
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Legal Expert

Page No.2




Ve INSTITUTIONAL ETHICS COMMITTEE
/. MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

A
%/ ?}, Junction of NH-4 and Sion Panvel Expressway, Sector-01,
TS j o Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 108 / 23 Date:- \4/ 4/2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

® The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ }09/2-% Date: - )/ 4/2023

To,

Harsh Dixit

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of Dissertation study protocol

2. Study Title: Quantification of bacosides in Bacopa monneri extract under HPTLC and
Determination of Antioxidant Property

3. IEC-MGMDCH reference no I (M [ DCH | TEC | 09| 2.3
Dear Harsh Dixit

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date | | ) X ] 2.2

L. Application to IERC MGMDCH dt.. 2% ] 1 ‘ 23
Summary of research protocol
Research protocol (Version 1 dt 22 ’ B 23
Amendments to research protocol No Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version ...... dt...../ /2023) A
ICD in Hindi language translated from English (Version ........ dt......  2023)WP
ICD in Marathi language translated from English (Version ....... dt....../  /2023)n B
Back translations of ICD from Hindi to English (Version ....... dt....../  2023) w B
9. Back translations of ICD from Marathi to English (Version ....... dt....../  /2023) p >
10. Amendments to the ICD (Version ........ ,dt...../  /2023) b
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma
12.  Principal investigators Current Curriculum Vitae (signed and dated) v
13.  Subject recruitment procedures: advertisement, letters to doctors, notices NP
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) N p
15.  Ethics Committee clearance of other study centers (Total No.) N £
16. Insurance policy ifany NP
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable N B
18.  Investigator’s undertaking to DCG(]) if applicable N Pr
19.  Health Ministry Screening Committee (HMSC) approval if applicable N P
20. Bhabha Atomic Research Centre (BARC) approval if applicable (i
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable ~ b
22.  Director General of Foreign Trade (DGFT) approval if applicable P
23.  FDA marketing/manufacturing license for herbal drugs. if applicable n )
Other Documents (Specify .........coovvvivviiiiiiiiiiiiiiiiieenne, ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai ac.in

MGM/DCH/IEC/ joq [/ 23 Date:-{7./ 4 /2023

The following members of the sub-committee of Institutional Ethics Committee discussed
the study documents and voted at the meeting:

Role and
Sr. No. Name Responsibilit
Y
l. Dr. Prakash Khandelwal Chax.rperson,
Scientific
2. Dr. Shilpa Patel Metaber
Secretary
3. Dr. Jyoti Nadgere Clinician
4. Dr. Vineet Kini Member
5. Dr. Ravindranath V. K. Viember
6. Dr. Sumanthini M. V Scientific
Member
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Legal Expert

DECISION WMA&A page No.2



S INSTITUTIONAL ETHICS COMMITTEE
s 9 \ MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
*":\, Junction of NH-4 and Sion Panvel Expressway, Sector-01,
’g ¥ x, Kamothe, Navi Mumbai- 410 209
e Tel: 022- 27436604; Fax: 91-22-274331853; B-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/ IEC / K| / 2> Date: - % / 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (wWww.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Darticipating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the studv

e Any significant changes in the protocol/patient information/ informec consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a lciter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

dhirg
Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 0 /2% Date: - |74 /2023

To,

Gauri Patil

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of Dissertation study protocol
2. Study Title: Study of antioxidant properties and quantification of Scopoletin in Shankhapushpi
(Convolvulus pleuricaulis) by HPTLC
3. IEC-MGMDCH reference no M(;rml DU ) Igﬁ\ o \ 232

Dear Gauri Patil

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {1 |4 ‘ 23

Application to [ERC MGMDCH dt. - 22{\ |22
Summary of research protocol ,
Research protocol (Version | dt >3 ( \ )Q“B )
Amendments to research protocol (No Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version ...... dt...../  /2023) N A
ICD in Hindi language translated from English (Version ........ dt. .../ /2023) NP
ICD in Marathi language translated from English (Version ....... dt....../  [2023) NP
Back translations of ICD from Hindi to English (Version ....... dt....../  /2023)a5F¥
1 Back translations of ICD from Marathi to English (Version ....... dt....../  [2023) N
10. Amendments to the ICD (Version ........, dt...../  /2023) NI
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «~
12.  Principal investigators Current Curriculum Vitae (signed and dated) <
13.  Subject recruitment procedures: advertisement, letters to doctors, notices DS
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) NV P
15.  Ethics Committee clearance of other study centers (Total No.) N4
16. Insurance policy ifany N
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable N#-
18. Investigator’s undertaking to DCG(J) if applicable N
19. Health Ministry Screening Committee (HMSC) approval if applicable N Fr
20. Bhabha Atomic Research Centre (BARC) approval if applicable (3 x
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N #+
22. Director General of Foreign Trade (DGFT) approval if applicable & M-
23.  FDA marketing/manufacturing license for herbal drugs. if applicable NP
Other Documents (SPECify .....covvveveniiiiiiiiiiiiii ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE

K 9 MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

| ﬁ Junction of NH-4 and Sion Panvel Expressway, Sector-01,

\\,"jﬁ/ i X/ Kamothe, Navi Mumbai- 410 209

\// Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/IEC/ 11O /[ 23 Date: - |3/ i /2023

The following members of the sub-committee of Institutional Ethics Committee discussed
the study documents and voted at the meeting:

. Role and
Sr. No. Name Responsibilit
[ Dr. Prakash Khandelwal Ch‘az'rp e
Scientific
2 Dr. Shilpa Patel Klenaer
- o Secretary
3. Dr. Jyoti Nadgere Clinician
4, Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
6. Dr. Sumanthini M. V Scientific
Member
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Legal Expert

DECISION ng Page No.2



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 10O I 23 Date:- 13-/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Puariicipating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
mjury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shiipa Patel

Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 'l / 2.3 Date: - \3/ ;/2023

To,

Rahul Prajapati

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of Dissertation study protocol

2. Study Title: HPTLC method of quantification of Valerenic Acid and invitro antioxidant
activity of “Nardostachys jatamnsi” extract

3. IEC-MGMDCH reference no M(lﬁ’\'\\ DCHA \;‘LEC' T \’),2;
Dear Rahul Prajapati

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {1 ' by \ 23

1. Application to [ERC MGMDCH dt. 22|t ] 23
2 Summary of research protocol
3 Research protocol (Version \ dt2-3|1 |23 )
4. Amendments to research protocol (No Dt....../ /2023) N/A
5. Informed consent document (ICD) in English (Version ...... dt...../ /2023) NP
6 ICD in Hindi language translated from English (Version ........ dt. .../ 2023) NH
7 ICD in Marathi language translated from English (Version ....... dt......./  /2023)N B
8. Back translations of ICD from Hindi to English (Version ....... dt....../  /2023)wJ P
9. Back translations of ICD from Marathi to English (Version ....... dt....../  /2023) nJF¥
10. Amendments to the ICD (Version ........,dt...../  /2023) NP
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «~
12.  Principal investigators Current Curriculum Vitae (signed and dated) s
13.  Subject recruitment procedures: advertisement, letters to doctors, notices N
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) N
15.  Ethics Committee clearance of other study centers (Total No. ) N P—
16. Insurance policy if any N
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable NH-
18.  Investigator’s undertaking to DCG(I) if applicable i
19.  Health Ministry Screening Committee (HMSC) approval if applicable s Fy
20. Bhabha Atomic Research Centre (BARC) approval if applicable psf
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N f
22.  Director General of Foreign Trade (DGFT) approval if applicable w
23.  FDA marketing/manufacturing license for herbal drugs. if applicable N fr
Other Documents (Specify ...........ccoveveviviiiiiiiiiiiinn, ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 11y [/ 23 Date: - (F/ 4 /2023

The following members of the sub-committee of Institutional Ethics Committee discussed
the study documents and voted at the meeting:

Role and
Sr. No. Name Responsibilit
Yy
1. Dr. Prakash Khandelwal Chal.rpeyson,
Scientific
. Member
2. Dr. Shilpa Patel Sacretars
3. Dr. Jyoti Nadgere Clinician
4, Dr. Vineet Kini Member
5, Dr. Ravindiranath V.K. Member
6. Dr. Sumanthini M. V Scientific
Member
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Legal Expert

DECISION CAPPAL ed Pags No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 1 /] 2.3 Date:- %/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
nformed consent process and under insurance coverage in an event of any trial related
injury/accident.

4, Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilpa Patel
Member Sccretary
1IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ Y2/ 2> Date: - \4 /2023

To,

Pranali Bhagat

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of Dissertation study protocol

2. Study Title: Quantification of Withanolides in Ashwagandha (Withania somnifera) extract
using HPTLC and its Antioxidant properties using DPPH assay
3. IEC-MGMDCH reference no MM | DA | TEC \ 1223

Dear Pranali Bhagat

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 1} ‘ A \ 22

Application to [ERC MGMDCH dt.. 23 |\ | 23
Summary of research protocol
Research protocol (Version \ dt 22 ‘ { ‘B )
Amendments to research protocol (No Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version ...... de...../  /2023) NP
ICD in Hindi language translated from English (Version ........ dt. .../ /2023)NP
ICD in Marathi language translated from English (Version ....... dt....../  2023)NP
Back translations of ICD from Hindi to English (Version ....... dt....../ /2023) NP
9. Back translations of ICD from Marathi to English (Version ....... dt...... I 2023)N Y
10. Amendments to the ICD (Version ........, dt...../  /2023) NB
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma
12.  Principal investigators Current Curriculum Vitae (signed and dated)
13.  Subject recruitment procedures: advertisement, letters to doctors, notices N P
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) NPy
15. Ethics Committee clearance of other study centers (Total No. ) N £+
16. Insurance policy ifany N ¥
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable N™
18. Investigator’s undertaking to DCG(]) if applicable WP
19. Health Ministry Screening Committee (HMSC) approval if applicable NP
20. Bhabha Atomic Research Centre (BARC) approval if applicable N
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N
22. Director General of Foreign Trade (DGFT) approval if applicable y p
23. FDA marketing/manufacturing license for herbal drugs. if applicable N
Other DOcUMETIS (SPECILY 55 s s swwmsssuss swuns  sunmuns s swwus  vwens s ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch(@ ngmmumbai.ac.in

MGM/DCH/IEC/ 12 [/ 23 Date: -{%F/ /-1/2023

The following members of the sub-committee of Institutional Ethics Committee discussed
the study documents and voted at the meeting:

Role and
St No. Nile Responsibilit
A
1. Dr. Prakash Khandelwal Chal.rp AL,
Scientific
Zs Dr. Shilpa Patel Morbi
Secretary
3. Dr. Jyoti Nadgere Clinician
4, Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
6. Dr. Sumanthini M. V Scientific
Member
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Lagal Bxpert

DECISION W Page No.2




INSTITUTIONAL ETHICS COMMITTEY
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgm:- mbai.ac.in

MGM/DCH/ IEC / 12 /3 Date: - 13/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commerncement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

¢ The progress of the study

® Any Serious Adverse Event (SAE) occurring in the course of the study

® Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

® To provide an abridge copy of the final report after completion of the studs

5. Itis mandatory for the investigators affiliated with other institutions to provide 2 l¢ ter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilpa Patel

Member Sccretary
IEC, MG VIDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 1% /23 » Date: - | #74/2023

To,

Purva Thakur

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of Dissertation study protocol

2. Study Title: Study the effect of Fish Waste Water on Growth and development of Solanum
lycopersicum by suing hydroponics

3. IEC-MGMDCH reference no MCTM\ DA \‘I,E(‘ ' 12 ‘7,5

Dear Purva Thakur

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date \\ \ ‘*\ 1>

Application to [ERC MGMDCH dt. +>{ | 22
Summary of research protocol '
Research protocol (Version \ dt 22 { A \ "’3) .
Amendments to research protocol Wo Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version ...... dt...../ /2023) NP
ICD in Hindi language translated from English (Version ........ dt. .../ /2023) N A
ICD in Marathi language translated from English (Version ....... dt....../ /2023) N A
Back translations of ICD from Hindi to English (Version ....... 4| A ! 12023) W H-
. Back translations of ICD from Marathi to English (Version ....... dt...... !/ 12023) NP
10. Amendments to the ICD (Version ........ dt..../  /2023) NB
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma s
12.  Principal investigators Current Curriculum Vitae (signed and dated)~”
13.  Subject recruitment procedures: advertisement, letters to doctors, notices Nf
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) N
15. Ethics Committee clearance of other study centers (Total No. ) Ny
16. Insurance policy if any W&
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N &
18. Investigator’s undertaking to DCG(]) if applicable N
19. Health Ministry Screening Committee (HMSC) approval if applicable N A
20. Bhabha Atomic Research Centre (BARC) approval if applicable N i
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable M
22. Director General of Foreign Trade (DGFT) approval if applicable N A
23.  FDA marketing/manufacturing license for herbal drugs. if applicable N
Other Documents (SPeCIfY .......vvvivniiiiiiiieeean, ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ N2 [ 25 Date: -3/ 4 /2023

The following members of the sub-committee of Institutional Ethics Committee discussed
the study documents and voted at the meeting:

. Roie and
Sr.Ne, Dl Resp sibilit
}T
I. Dr. Prakash Khandelwal an;‘afrg»e?son,
Scientific
2. Dr. Shilpa Patel ’;‘Aember
Secretary
3. Dr. Jyoti Nadgere Clinician
4, Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
6. Dr. Sumanthini M. V Scientific
Member
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani LRgAL BRpa.

DECISION WQM@J : Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGNM/DCH/ IEC / "> / 23 Date: - \+ / &4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
jury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

® Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilpa Patel

Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /X /23 Date: - \ /4 /2023

To,

Anurag Pal

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of Dissertation study protocol

2. Study Title: Study the effect of Fish Waste Water on Growth and development of Pisum
sativum by using Hydroponics

3. IEC-MGMDCH reference no Mt | DCH l tet) |23 -

Dear Anurag Pal

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {1 } b l 2.3

Application to ITERC MGMDCH dt. LA R
Summary of research protocol
Research protocol (Version y dt 23 ( \ ‘ 13
Amendments to research protocol No Dt...../  /2023) N/A
Informed consent document (ICD) in English (Version ...... dt...../ 2023)N P
ICD in Hindi language translated from English (Version ........ dt......  [2023) Nk
ICD in Marathi language translated from English (Version ....... dt....../  [2023) N A
Back translations of ICD from Hindi to English (Version ....... dt....../ /2023) Ni
; Back translations of ICD from Marathi to English (Version ....... dt...... [ 12023) NP
10. Amendments to the ICD (Version ........, dt...../  /2023) S
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v
12. Principal investigators Current Curriculum Vitae (signed and dated) v
13.  Subject recruitment procedures: advertisement, letters to doctors, notices W
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) N
15. Ethics Committee clearance of other study centers (Total No. ) NP
16. Insurance policy if any N &
17. Drugs Controller General (India) [DCG(D)] clearance if applicable N F-
18. Investigator’s undertaking to DCG(I) if applicable NP
19. Health Ministry Screening Committee (HMSC) approval if applicable N A
50. Bhabha Atomic Research Centre (BARC) approval if applicable N A
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable N
22.  Director General of Foreign Trade (DGFT) approval if applicable N A
23.  FDA marketing/manufacturing license for herbal drugs. if applicable N &
Other Documents (SPECIEY ......cvvvvirininiiiiiimee ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 14 [/ 23

Date: - |#/ 4 /2023

The following members of the sub-committee of Institutional Ethics Committee discussed
the stucy documents and voted at the meeting:

Role and
Sr. No. Name Responsibilit
y
Dr. Prakash Khandelwal Chal.rpe%‘son,
Scientific
2. Dr. Shilpa Patel Member
Secretary
3. Dr. Jyoti Nadgere Clinician
4. Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
6. Dr. Sumanthini M. V Scientific
M [ .'Lbff'
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Liegal Eapert

DECISION W’C’W‘j

Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / Iy ] 23 Date:- 7/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the

study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
mjury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

To provide an abridge copy of the final report after completion of the study

5. Itis mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you

Yours Sincerely,

y

Dr. Shilpa Patel

Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ {15/ 23 Date: - |%/4/2023

To,

Radhika Sharma

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of Dissertation study protocol
2. Study Title: In silico Analysis of Bacopa monneri Linn. for Drug Development against
Cognitive Disorders \
3. IEC-MGMDCH reference no M (gt \ DA \ TEC 1 nef23

Dear Radhika Sharma

The TEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date \\ ‘4 \ 22

Application to TERC MGMDCH dt. 2-2(\]23
Summary of research protocol
Research protocol (Version | dt > |t |2
Amendments to research protocol No Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version ...... dt...../ /2023) W P
ICD in Hindi language translated from English (Version ........ dt. .../ /2023) W
ICD in Marathi language translated from English (Version ....... dt....../  [2023)N B
Back translations of ICD from Hindi to English (Version ....... dt....../  /2023) N'D
. Back translations of ICD from Marathi to English (Version ....... dt....../  /2023) NP
10. Amendments to the ICD (Version ........ ydt...../  /2023) Wi
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v
12.  Principal investigators Current Curriculum Vitae (signed and dated) <
13.  Subject recruitment procedures: advertisement, letters to doctors, notices w
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND)w#r
15. Ethics Committee clearance of other study centers (Total No.) "
16. Insurance policy ifany N/
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable N -
18. Investigator’s undertaking to DCG(I) if applicable NP~
19. Health Ministry Screening Committee (HMSC) approval if applicable v -
20. Bhabha Atomic Research Centre (BARC) approval if applicable N &
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N fr
22. Director General of Foreign Trade (DGFT) approval if applicable N+
23.  FDA marketing/manufacturing license for herbal drugs. if applicable nf-
Other Documents (SPECIfY ......ooeeviriiiiiiiiiiiiiiiiiens, ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/

ns /23

Date: -\7/ 4 /2023

The following members of the sub-committee of Institutional Ethics Committee discussed
the study documents and voted at the meeting:

r Role and
Sr. No. Name Responsibilit
Y
1. Dr. Prakash Khandelwal Chal'rpelfson,
Scientific
2. Dr. Shilpa Patel Bl
Secretary
¥, Dr. Jyoti Nadgere Clinician
4, Dr. Vineet Kini Mer ber
5. Dr. Ravindranath V.K. Mernber
6. Dr. Sumanthini M. V Scientific
Member
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Legal Expert
DECISION WM Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ [\S / 23 Date:- (3/ 4 /2023

Based o1 e discussion of the submitted documents for the scientific and cthical review, we approve
the rescarch protocol to be conducted and its presented form subject to the folloing conditions:

1. Applicable and mandatory regulatory permissions to be obtaineu prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to cornmencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

RIRIYS
Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

Page No.3




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ WG / 2.3 Date: - |} /4/2023

To,

Pragati Zende

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of Dissertation study protocol

2. Study Title: Study of Bioactive Compounds of Rauvolfia serpentina using In silico tools
3. IEC-MGMDCH reference no MCrt ] DH ] ‘x:fgc,l g ‘ 23

Dear Pragati Zende

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date |1 ' L ‘ 2.3

Application to [ERC MGMDCH dt. 23| | |23

Summary of research protocol

Research protocol (Version | dt 23 ' [ 23)

Amendments to research protocol (No Dt....../ /2023) N/A

Informed consent document (ICD) in English (Version ...... dt...../ /2023) NA
ICD in Hindi language translated from English (Version ........ dt. ..... / 12023) NA
ICD in Marathi language translated from English (Version ....... dt....../  /2023)N A
Back translations of ICD from Hindi to English (Version ....... dt..... !/ /2023) N
9. Back translations of ICD from Marathi to English (Version ....... dt...... / 12023) N#
10.  Amendments to the ICD (Version ........,dt...../  /2023) N &

11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma

12. Principal investigators Current Curriculum Vitae (signed and dated) «~

13, Subject recruitment procedures: advertisement, letters to doctors, notices N

14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) M}

15.  Ethics Committee clearance of other study centers (Total No.) N{v

16.  Insurance policy if any N

17. Drugs Controller General (India) [DCG(I)] clearance if applicable NP

18.  Investigator’s undertaking to DCG(]) if applicable NP+

19.  Health Ministry Screening Committee (HMSC) approval if applicable N

20. Bhabha Atomic Research Centre (BARC) approval if applicable N

2].  Genetic Engineering Advisory Committee (GEAC) approval if applicable N i+

22.  Director General of Foreign Trade (DGFT) approval if applicable N[

23.  FDA marketing/manufacturing license for herbal drugs. if applicable )

8 SOy ke W B

Other Documents (SPECify ........ooveiiiiiiiiiiii e ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLIEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ At6 /] 23

The following members of the sub-committee of Institutional Ethics Counim

the study documents and voted at the meeting:

Date: - |3/ 4 /2023

ittee discussed

Role and
Sr. No. YA Responsibilit
1. Dr. Prakash Khandelwal le'” WSO,
Scientific
2. Dr. Shilpa Patel e et
; igm_etary
3. Dr. Jyoti Nadgere Clirician
4, Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
\
6. Dr. Sumanthini M. V Scientific
Member
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Legal Expent
DECISION WW . Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-274331853 E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 16 ] 23 Date: - 17 /H /2023

Bascd on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of 'he study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
5. 1t is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

s fls
Dr. Shilpa atel
Member Sccretary

IEC, MGMDCH

Page No.3




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ N/ 23 Date: - (/4 /2023

To,

Sneha Mane

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of Dissertation study protocol

2. Study Title: Study of various Components of Nardostachys jatamansi using In silico
Screening Models for Drug Development against Cognitive Disorder

3. IEC-MGMDCH reference no ™MCrim | D (H ‘ .x;;gc\ naf23
Dear Sneha Mane

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 11|H |23

L. Application to [ERC MGMDCH dt. 23|1[2>
2 Summary of research protocol ,
3 Research protocol (Version | dt 22|\ ]'LB )
4. Amendments to research protocol (No Dt....../  /2023) N/A '
5. Informed consent document (ICD) in English (Version ...... dt...../ 2023) NP
6 ICD in Hindi language translated from English (Version ........ dt. .../  /2023) NA
7 ICD in Marathi language translated from English (Version ....... dt......./  /2023)NMN
8 Back translations of ICD from Hindi to English (Version ....... dt....../  /2023) N B
9. Back translations of ICD from Marathi to English (Version ....... dt....../  /2023) NP
10. Amendments to the ICD (Version ........, dt...../  /2023) \Jiv
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «*
12.  Principal investigators Current Curriculum Vitae (signed and dated)~"
13.  Subject recruitment procedures: advertisement, letters to doctors, notices N$-
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND)n -
15.  Ethics Committee clearance of other study centers (Total No. ) N
16. Insurance policy if any NP+
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable 3
18. Investigator’s undertaking to DCG(]) if applicable ~J{-
19.  Health Ministry Screening Committee (HMSC) approval if applicable w &
20. Bhabha Atomic Research Centre (BARC) approval if applicable v
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N5
22.  Director General of Foreign Trade (DGFT) approval if applicable n#.
23.  FDA marketing/manufacturing license for herbal drugs. if applicable i £~
Other Documents (SPECIfY ....vvvvuvrinirniiiiiiiieiiniie i ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPIT A1
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604 Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.

MGM/DCH/IEC/ 1% / 23

Date:- [F/ 4 /2023

The following members of the sub-committee of Institutional Ethics Committee discussed

the study documents and voted at the meeting:

Role and
Sr. No. Name Responsibilit
Yy
1. Dr. Prakash Khandelwal Chal.rperson,
Scientific
2. Dr. Shilpa Patel Member
Secretary
3. Dr. Jyoti Nadgere Clinician
4, Dr. Vineet Kini Men ber
5. Dr. Ravindranath V.K. Member
6. Dr. Sumanthini M. V SCi:‘nFiﬁC
Mernber
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Legal Expert
DECISION W,(_%’Qﬂ' Page No.2
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

2 ! Junction of NH-4 and Sion Panvel Expressway, Sector-01,
\’ J Kamothe, Navi Mumbai- 410 209
\\_// Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in
MGM/DCH/ IEC/ 4+ / 29 Date: - \*/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1.

2
study.
3.
4.
[ ]
[ ]
®
®
®
5.
Thanking you

Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the

Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

Participating subjects should not be put to additional financial burden related to the
«tudy protocol.

" he validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the stu

Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

To provide an abridge copy of the final report after completion of the study

It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Yours Sincerely,

Dr. Shilpa Patel

Y

Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ I§ /2% Date: - [7}/£4/2023

To,

Chayan Bhattacharyya

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of Dissertation study protocol
2. Study Title: Identification of Bioactive Compounds present in Evolvulus alsinoides using In
silico study for Cognitive disorder

3. IEC-MGMDCH reference nc (’FMJ DCH ' TEC I ne ' 23

Dear Chayan Bhattacharyya

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 11 ) 4 7 2.3

1.  Application to [IERC MGMDCH dt. 2% ‘ 1[23
2 Summary of research protocol
3 Research protocol (Version | dt 231 ]% )
4, Amendments to research protocol (No Dt....../ /2023) N/A
5. Informed consent document (ICD) in English (Version ...... dt...../  /2023) NP
6 ICD in Hindi language translated from English (Version ........ dt. .../ /2023) N D
7 ICD in Marathi language translated from English (Version ....... dt....../  2023) 3 P
8 Back translations of ICD from Hindi to English (Version ....... dt....../  /2023) N B
9. Back translations of ICD from Marathi to English (Version ....... dt...... /12023y N ¥
10. Amendments to the ICD (Version ........ Jdt..../ /2023) NP
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma v
12.  Principal investigators Current Curriculum Vitae (signed and dated)
13.  Subject recruitment procedures: advertisement, letters to doctors, notices W P
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) NP
15. Ethics Committee clearance of other study centers (Total No. ) P
16. Insurance policy if any VP
17. Drugs Controller General (India) [DCG(I)] clearance if applicable NP
18. Investigator’s undertaking to DCG(]) if applicable ~ P
19.  Health Ministry Screening Committee (HMSC) approval if applicable N P
20. Bhabha Atomic Research Centre (BARC) approval if applicable v+
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N
22. Director General of Foreign Trade (DGFT) approval if applicable N P
23.  FDA marketing/manufacturing license for herbal drugs. if applicable v -
Other Documents (SPECIfY .....cuvvuvneriniiiiiiiiiiiiii ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ & [/ &3

Date: -1+ / 4 /2023

The following members of the sub-committee of Institutional Ethics Conunittee discussed

the study documents and voted at the meeting:

Role and
Sr. No. Name Responsibilit
y
1. Dr. Prakash Khandelwal Lh AL SIHO,
Scientific
; Member
2, Dr. Shilpa Patel
Secretary
3. Dr. Jyoti Nadgere Clinician
Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
6. Dr. Sumanthini M. V Sezentific
Member
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Tigal Bt

DECISION \J&/F’P‘VO/{}‘QA) w
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbei.ac.in

MGM/DCH/IEC/ 18 / 23 Date:- =/ H /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

—_

Applicable and mandatory regulatory permissions to be obtained prior to commencement of

the study i.e. registration at clinical trial registry of India. (Wwww.ctri.nic.in)

The investigators and other participants should be adequately trained on the protocol and its

related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the

study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

To provide an abridge copy of the final report after completion of the study

It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

®
[ ]
(]
®
®
3.
Thanking you

Yours Sincerely,

WMy

Dr. Shilpa Patel

Member Secretary

1IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /14 /23 Date: - Y}-/1/2023

To,

Suresh Kami

Guide — Dr. Mansee Thakur

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of Dissertation study protocol

2. Study Title: Study the Effect of Fish Waste water on growth and development of Capsicum
Chinese by using Hydroponics

3. IEC-MGMDCH reference no pGr™M l DCH ]IECj na | 23

Dear Suresh Kami

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date { | ) L ),23

1. Application to [ERC MGMDCH dt. 23 | 1] 2.3
Summary of research protocol
Research protocol (Version | dt 23|\ \ 23)
Amendments to research protocol (No Dt....../  /2023) N/A
Informed consent document (ICD) in English (Version ...... dt...../  /2023) NA
ICD in Hindi language translated from English (Version ........ dt...../  2023) 0P
ICD in Marathi language translated from English (Version ....... dt......./  /2023) v i
Back translations of ICD from Hindi to English (Version ....... dt...... / /2023) NA
9. Back translations of ICD from Marathi to English (Version ....... dt....../  /2023) P
10.  Amendments to the ICD (Version ........,dt...../  /2023) N H-
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma +
12.  Principal investigators Current Curriculum Vitae (signed and dated).”
13.  Subject recruitment procedures: advertisement, letters to doctors, notices jop
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) N &
15.  Ethics Committee clearance of other study centers (Total No. ) N&
16. Insurance policy ifany N A
17.  Drugs Coentroller General (India) [DCG(I)] clearance if applicable jo #
18. Investigator’s undertaking to DCG(I) if applicable p &
19.  Health Ministry Screening Committee (HMSC) approval if applicable N P
20. Bhabha Atomic Research Centre (BARC) approval if applicable w #
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N M
22.  Director General of Foreign Trade (DGFT) approval if applicable ~NP>
23.  FDA marketing/manufacturing license for herbal drugs. if applicable § ) —
Other Documents (Specify .........ccooviiiiiiiiiiiiniiininiieiinnss ) Page No. 1
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INSTITUTIONAL ETHICS COMMIT T EE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ wq [ 23 Date: -1#/ 4 /2023

The following members of the sub-committee of Institutional Ethics Committee discussed

the stud, documents and voted at the meeting:

- Role and

Si. No. Name Responsibilit
i Yy

1. Dr. Prakash Khandelwal Chal'rpe?son,

Scientific

2. Dr. Shilpa Patel Mambet

Secretary

3. Dr. Jyoti Nadgere Clinician

4, Dr. Vineet Kini Member

oF Dr. Ravindranath V.K. Member

6. Dr. Sumanthini M. V Scientific

Member

7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Legal Expert

DECISION WNJ Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 119 f a5 Date:- 3/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol an dits
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

o
Dr. Shilpa Patel

Member Secretary
1EC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 063/ 2.3 Date: - 19/4/2023

To,

Dr. Hrudaya Patil

Guide — Dr. Sunila Sanjeev

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

. Your submission of dissertation study protocol

2. Study Title: Assessment of Yoga on Quality of Life in Postmenopausal women in Urban Slum,
Khopoli Raigad District, Maharashtra

3. IEC-MGMDCH reference no MCHM | pery |Tec| 063 J22 .

Dear Dr. Hrudaya Patil

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 1|2 |23

Application to IERC MGMDCH dt. 52| 2
Summary of research protocol
Research protocol (Version 2- dt 15{2] 23
Amendments to research protocol (No Dt...../ /2023) N/A
Informed consent document (ICD) in English (Version .. *=.dt. \5/ 2~ /2023)
ICD in Hindi language translated from English (Version .... 2. dt. 1S/ Q—/2023)
ICD in Marathi language translated from English (Version . %...dt..15, / 2 /2023)
Back translations of ICD from Hindi to English (Version .. % dt.. \45/ Z/2023) A
Back translations of ICD from Marathi to English (Version . % dt. 45,/ 22/2023) N A
10.  Amendments to the ICD (Version ........, dt...../ /2023)
I1.  Case Record Form (CRF) / Study Questionnaire / Study Proforma v”
12. Principal investigators Current Curriculum Vitae (signed and dated) v
13.  Subject recruitment procedures: advertisement, letters to doctors, notices pIR
14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) NA
15. Ethics Committee clearance of other study centers (Total No. ) ~5
16.  Insurance policy if any Nv
17.  Drugs Controller General (India) [DCG()] clearance if applicable A
18.  Investigator’s undertaking to DCG(T) if applicable n
19. Health Ministry Screening Committee (HMSC) approval if applicable NP
20. Bhabha Atomic Research Centre (BARC) approval if applicable pf
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N A
22.  Director General of F oreign Trade (DGFT) approval if applicable b A
23.  FDA marketing/manufacturing license for herbal drugs. if applicablen A
Other Documents (Specify ................................ ) Page No. 1
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Kamothe, Navi Mumbai- 410 209

INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmn nbal.ac.in

MGM/DCH/IEC/ ©¢3 /22

Date: - |4/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Sr. No.

2. Dr. Prakash Khandelwal
3. 4 Dr. Shilpa Patel

i i4. Dr. Jyoti Nadgere

\ 3 Dr. Vineet Kini

| 0. Dr. Ravindranath V.K.
7. Dr. Sumanthini M. V
8. Dr. Usha Asnani.

7 9. Dr. Rajesh Goel

10. \ Mrs. Sabitha Praveen
11. Adv. Dr. Sheela Hosamani

Ms. Nithya Eldho Varghese

Mrs. Rupali Gujar

DECISION (p me,@jv

N Chairman,
’11 Dr. Deepak Langade Scientific

Role and
Responsibilit

Co-
Chairperson,
Scientific

Member
Secretary

Clinician
Mever

.

Member

ey

Scientific

Member

Member

Basic Medical
Scientist

Member

Legal Expert

&

Lay “erson

Social
Scientist
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 063 /23 Date:- \F/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the rescarch protocol to be conducted and its presented form subject to the following conditions:

|. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

5 The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during

informed consent process and under insurance coverage in an event of any trial related
injury/accident.
4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:
e The progress of the study
e Any Serious Adverse Event (SAE) occurring in the course of the stucy
o Any significant changes in the protocol/patient information/ informe consent
e Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
5 Tt is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

\Y) 5
g
Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-

01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /04}/23

To,
Dr. Prashant Panchal

Guide — Dr. Ashlesha Tawade Kelkar
MGM School of Biomedical Sciences

Kamothe, Navi Mumbai-

Reference:

410 209

1. Your submission of dissertation study protocol

2. Study Title: Assessment of Immunization Coverage under National Immunization Programme in
Children in age group 12-23 months and factors influencing it in the tribal population in Raigad

district of Maharashtra
3. IEC-MGMDCH reference no Myt ) DUH|TEC ,Ocﬂ ,23

Dear Dr. Prashant Panchal

The IEC- MGMDCH has received and reviewed

your submission

Date: - 17 /44/2023

Following documents were reviewed in the meeting held on date {0 IL‘B 2.3

1. Application to [ERC MGMDCH dt. {5223

2 Summary of research protocol

3 Research protocol (Version 2-dt \5)2-| 23 )

4 Amendments to research protocol (No  Dt....../  /2023) N/A

5 Informed consent document (ICD) in English (Version . %:..dt15. / 2 /2023)

6 ICD in Hindi language translated from English (Version ... 2. dt. .15/ 2- /2023)

7 ICD in Marathi language translated from English (Version .. 2. .dt. \5. /2- /2023)

8 Back translations of ICD from Hindi to English (Version ... 2 dt.. ¥ / 2 /2023) N A

9. Back translations of ICD from Marathi to English (Version .. dt.. \5 / 2 12023) N A

10.  Amendments to the ICD (Version ........ ,dt...../ /2023)
I1.  Case Record Form (CRF) / Study Questionnaire / Study Proforma v~
12. Principal investigators Current Curriculum Vitae (signed and dated) v~

13. Subject recruitment procedures: advertisement, letters to doctors, notices & A
14 Investigator Brochure (IB) — applicable for investigational new drugs (IND) WA

15, Ethics Committee clearance of other study centers (Total No. ) N A
16.  Insurance policy if any N B
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N &
18.  Investigator’s undertaking to DCG(I) if applicable N

19. Health Ministry Screening Committee (HMSC) approval if applicable N #

20.  Bhabha Atomic Research Centre (BARC) approval if applicable Nf

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable A

22.  Director General of Foreign Trade (DGFT) approval if applicable NA
23. FDA marketing/manufacturing license for herbal drugs. if applicable n f

Other Documents (specify



Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

MGM/DCH/ IEC/ o9}

/

2%

Date: - i/ &4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. Name Responsibilit
}7
1 Dr. Deepak Langade Chairman,
’ ’ p & Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3, Dr. Shilpa Patel hlember
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Spientifie
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basw'Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
1. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
S Social
13. Mrs. Rupali Gujar Scientist
DECISION Lﬁ,};};a,@{,iﬁ _ Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

o\
k/\ H Junction of NH-4 and Sion Panvel Expressway, Sector-01,
w’ Kamothe, Navi Mumbai- 410 209

Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ oq) I 23 Date: - {2 /4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its

. related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the

study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent
e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

wn

It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

P
Dr. Shi’i;a Patel
Member Secrerary

IEC, MGMD'H

Page No.3




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

N

MGM/DCH/ IEC /092 23 Date: - \ +/£§/2023

To,

Dr. Aasawari Sonawane

Guide — Dr. Sunila Sanjeev

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: Prevalence of Hypertension and Risk Factors in urban slum population of Raigad
District, Maharashtra

3. IEC-MGMDCH reference no ™ &rima ‘D tH|T EL) 02|23
Dear Dr. Aasawari Sonawane

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date (O ' Ly i 53

1. Application to [ERC MGMDCH dt. \5{2-]23

2 Summary of research protocol

3 Research protocol (Version 2-dt 1512|223 )

4 Amendments to research protocol (No Dt....../  /2023) N/A

5 Informed consent document (ICD) in English (Version .. 2=.dt.{9. / 2-/2023)

6 ICD in Hindi language translated from English (Version ...2=.. dt. \5./ % /2023)

7 ICD in Marathi language translated from English (Version .. %...dt. 1%, / 2= /2023)

8. Back translations of ICD from Hindi to English (Version ... & .dt. ¥,/ 27/2023) N A

9 Back translations of ICD from Marathi to English (Version Ldtess/ 2=72023) (N N\

10.  Amendments to the ICD (Version ........ ,dt...../  /2023)

11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «~

12.  Principal investigators Current Curriculum Vitae (signed and dated)v”

13.  Subject recruitment procedures: advertisement, letters to doctors, notices N A

14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND)N A

15.  Ethics Committee clearance of other study centers (Total No. ) t &

16.  Insurance policy if any N

17.  Drugs Controller General (India) [DCG(I)] clearance if applicable pjf

18.  Investigator’s undertaking to DCG(T) if applicable N

19.  Health Ministry Screening Committee (HMSC) approval if applicable NA

20. Bhabha Atomic Research Centre (BARC) approval if applicable pJp

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N p

22.  Director General of Foreign Trade (DGFT) approval if applicable y; &

23. FDA marketing/manufacturing license for herbal drugs. if applicable N
Other Documents (SPECify ....oovvnrii i, )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©qr /23

Date: - 1%/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. Name Responsibilit
)7
1. Dr. Deepak Langade Clistmnan,
Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
e Dr. Shilpa Patel Member
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
) it
9. Dr. Rajesh Goel BaSIC.M?C‘ImI
Scientist
10. Mrs. Sabitha Praveen Member
11 Adyv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay ’erson
o Social
13. Mrs. Rupali Gujar Scientist
Page No.2
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 092 [ 23 Date:- 4/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protoco! and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
njury/accident.

4. Participating subjects should not be put to additional financial burden related ' the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

® Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincere!'v,

Dr. Shilpa Patel
Member Secretary
1IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /©9%/ 2. 2 Date: - (+/4/2023

To,

Shiksha Pandey

Guide — Dr. Nisha Relwani

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

L. Your submission of dissertation study protocol

2. Study Title: Self care Practices amongst Diabetes Mellitus Patients in urban slums of Raigad
District. Maharashtra

3. IEC-MGMDCH reference no pa (4t [oot|TeEC|o92 ' 223
Dear Shiksha Pandey

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 10|44 ’ 213

1 Application to IERC MGMDCH dt. i 51 2|23
2 Summary of research protocol
3 Research protocol (Version 2_ dt ib"f'l—) 23 )
4, Amendments to research protocol No Dt...... / /2023) N/A
3 Informed consent document (ICD) in English (Version ..2..dt. 15, /2 /2023)
6 ICD in Hindi language translated from English (Version ... 2. dt. 15/ 2-2023)
7 ICD in Marathi language translated from English (Version .. 2. .dt. 15, /2>— /2023)
8. Back translations of ICD from Hindi to English (Version .. 72 .dt.. 157/ 2-/2023) N A
9. Back translations of ICD from Marathi to English (Version .72 dt.) & /2~ 12023)N/
10.  Amendments to the ICD (Version ........ Jdt...../ /2023)
I1.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «*
12, Principal investigators Current Curriculum Vitae (signed and dated) <~
13. " Subject recruitment procedures: advertisement, letters to doctors, notices N A
4. Investigator Brochure (IB) - applicable for investigational new drugs (IND) N A
15.  Ethics Committee clearance of other study centers (Total No. ) N A
16.  Insurance policy if any NA
7. Drugs Controller General (India) [DCG(D)] clearance if applicable NA
[8.  Investigator’s undertaking to DCG(I) if applicable NA
19.  Health Ministry Screening Committee (HMSC) approval if applicable NA
20.  Bhabha Atomic Research Centre (BARC) approval if applicable N A
21.  Genetic Engineering Advisory Committee (GEACQ) approval if applicable N A
22.  Director General of Foreign Trade (DGFT) approval if applicable Nf
23.  FDA marketing/manufacturing license for herbal drugs. if applicable p @
Other Documents (SPeCify ...........ooueereeeee )




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & O»PITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 093 [/ 23 Date:- |34/ &4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role and
s Rt Responsibilit
Y
b o Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel .
Secretary
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7 Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
A
9. Dr. Rajesh Goel Bafnc.Me.chal
Scientist
10. Mrs. Sabitha Praveen Member
1. Adv. Dr. Sheela Hosamani Legal Expert
12 Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar Becial
L ’ - ! Scientist

DECISION \m?/)? %,Q{%&p Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©92 /23 Date:- /4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to cominencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

> The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

» Any significant changes in the protocol/patient information/ informed consent

o Update on safety of the investigating product or procedure

» To provide an abridge copy of the final report after completion of the study
It 1s mandatory for the investigators affiliated with other institutions to provide a letter of
apyoval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

MRBS
Dr. Shilpa Patel

Member Secretary
1IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /O94/ .3 ‘ Date: - |9/ 4/2023

To,

Dr. Ayesha Lajporiya

Guide — Dr. Madhavi Mankar

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: Assessment of Quality of Health Services Provided Under Pradhan Mantri Surakshit
Matritva Abhiyaan at primary Health Centre 4
3. IEC-MGMDCH reference no M ¢t | D CH |TeC|oay |23

Dear Dr. Ayesha Lajporiya

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 10 "4 ‘ 23

Application to [ERC MGMDCH dt. 1 S]2{ 2.3

Summary of research protocol

Research protocol (Version 2= dt 157 )23 )

Amendments to research protocol (No Dt....../ /2023) N/A
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- Back translations of ICD from Hindi to English (Version .. - .dt.. 15/ Z2023) N
9. Back translations of ICD from Marathi to English (Version . %= _dt. % / 2/2023) N &
10.  Amendments to the ICD (Version ........, dt...../ /2023)

1. Case Record Form (CRF) / Study Questionnaire / Study Proforma v~

12, Principal investigators Current Curriculum Vitae (signed and dated) v

13. Subject recruitment procedures: advertisement, letters to doctors, notices MA

14. Investigator Brochure (IB) - applicable for investigational new drugs (IND)p A

15.  Ethics Committee clearance of other study centers (Total No. ) NP

16.  Insurance policy if any N

7. Drugs Controller General (India) [DCG(I)] clearance if applicableNA

18.  Investigator’s undertaking to DCG(I) if applicable NH

19. Health Ministry Screening Committee (HMSC) approval if applicable pA

20. Bhabha Atomic Research Centre (BARC) approval if applicable N

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable VA

22.  Director General of Foreign Trade (DGF T) approval if applicable N p

23.  FDA marketing/manufacturing license for herbal drugs. if applicable &
Other Documents (SPecify ..............cccoveeeeeeiinoe )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ok [/ 2.3

Date: - 1%}/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. Name Responsibilit
Yy
N~ o Chairman,
1 Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Member
- Secretary
Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Saiénifle
Member
8. Dr. Usha Asnani. Member
L.
9. Dr. Rajesh Goel Baswl Mic.d1rcal
Scientist
10. Mrs. Sabitha Praveen Member
1. Adv. Dr. Sheela Hosamani Legal Bxpart
12. Ms. Nithya Eldho Varghese Lay Person
13. Mrs. Rupali Gujar Spcigl
Scientist
DECISION mf»(;@(,@vgaﬂ Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ [EC/ oqy ;s Date: - 14/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:
The progress of the study

~ 2.

Any Serious Adverse Event (SAE) occurring in the course of the study
Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
5. Ttis mandatory for the investigators affiliated with other institutions to provide a letter of
\ approval from the Ethics Committee of the respective institution.

® & © e

Thanking you
Yours Sincerely,

Rl
Dr. Shilpa Patel
Member Secretary

I[EC, MGMDCH

Page No.3




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC /123 /2.3 Date: - 19-/4 /2023

To,

Ajay Shendarkar

Guide — Dr. Ratnaprabha Pedhamkar
MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of Dissertation study protocol

2. Study Title: Patterns of Snake Bite cases in a Tertiary Care Hospital: A Retrospective Study
3. IEC-MGMDCH reference no MM [ DCH | TEC | 122 |23

Dear Ajay Shendarkar

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 1 } 4 } 23

1. Application to [ERC MGMDCH dt. 231 |25
Summary of research protocol
Research protocol (Version{ dt 23 )1] 22 )
Amendments to research protocol (No  Dt....../  /2023) N/A
Informed consent document (ICD) in English (Version ..Y...dt. 2.2/ | /2023) N A
ICD in Hindi language translated from English (Version ... L. ... dt. 2./ 1 /2023) NA
ICD in Marathi language translated from English (Version ..\....dt..2.3./ 1 /2023) (A
Back translations of ICD from Hindi to English (Version ..#...dt.. 33/ -+ /2023) NA
9. Back translations of ICD from Marathi to English (Version 4-...dt-2%/ + 12023) pA
10.  Amendments to the ICD (Version ........,dt...../  /2023) N
11. Case Record Form (CRF) / Study Questionnaire / Study Proforma =
12. Principal investigators Current Curriculum Vitae (signed and dated)-="
13. Subject recruitment procedures: advertisement, letters to doctors, notices r> A
14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) n f+
5. Ethics Committee clearance of other study centers (Total No. ) N
16.  Insurance policy if any NP
17. Drugs Controller General (India) [DCG(I)] clearance if applicable N
18.  Investigator’s undertaking to DCG(I) if applicable N A-
19. Health Ministry Screening Committee (HMSC) approval if applicable N A
20.  Bhabha Atomic Research Centre (BARC) approval if applicable N A
21. Genetic Engineering Advisory Committee (GEAC) approval if applicable f3 A
22, Director General of Foreign Trade (DGFT) approval if applicable N A-
23.  FDA marketing/manufacturing license for herbal drugs. if applicable aJ A .
Other Documents (SPeCify -.......ocviiviiiiiiiieiii e, ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 23 /[ 23 Date: - |#/ &4 /2023

The following members of the sub-committee of Institutional Ethics Committce discussed
the studv documents and voted at the meeting:

: Role and
Sr. No. Name Responsibilit
Yy
1. Dr. Prakash Khandelwal Cha1‘rpe§son,
Scientific
2. Dr. Shilpa Patel Mamber
Secretary
3. Dr. Jyoti Nadgere Clinician
4, Dr. Vineet Kini Member
5. Dr. Ravindranath V.K. Member
6. Dr. S thini M. V Scientific
6 r. Sumanthini Meriber
7. Dr. Usha Asnani. Member
8. Adv. Dr. Sheela Hosamani Legal Expert

DECISION u&?/{}%&&d Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 123 / Date: - (¥ / &4 /2023

Based un the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

I Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
he I[nstitutional Ethics Committee expects to be periodically informed about the
lowing:
® The progress of the study
® Any Serious Adverse Event (SAE) occurring in the course of the study
® Any significant changes in the protocol/patient information/ informed consent
® Update on safety of the investigating product or procedure
® To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. “hilpa Patel
Mc hber Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433 185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /70 / -3 Date: - |3/4 /2023

To,

Alvina Naik

Guide — Dr. Nisha Relwani

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Assessment Of Knowledge and Attitude Towards Fire Safety Amongst
Housekeeping Staff in Tertiary Care Hospital at Raigad District Maharashtra India.

3. IEC-MGMDCH reference no mM(1™M l VCH j TEC } 090 t 23

Dear Alvina Naik

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date  {& ’3 } 23

Application to [ERC MGMDCH dt. |5 2|23
Summary of research protocol
Research protocol (Version 2 dt 15]23 )
Amendments to research protocol No  Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version ..2-.dt..1 5/ 2-/2023)
ICD in Hindi language translated from English (Version ....2.. dt. .15/ 2-/2023)
ICD in Marathi language translated from English (Version . 2—..dt. 5. /2 /2023)
Back translations of ICD from Hindi to English (Version .. & . dt. &5/ 2=/2023) NA
9. Back translations of ICD from Marathi to English (Version 2= . .dt.. K5/ 2=/2023) NA
10.  Amendments to the ICD (Version e dte L/ /2023)
1. Case Record Form (CRF) / Study Questionnaire / Study Proforma -
12, Principal investigators Current Curriculum Vitae (signed and dated) «~
13. Subject recruitment procedures: advertisement, letters to doctors, notices pJ A
14. Investigator Brochure (IB) — applicable for investigational new drugs (IND) rv &
15.  Ethics Committee clearance of other study centers (Total No. ) B
16.  Insurance policy if any MR
17.  Drugs Controller General (India) [DCG(T)] clearance if applicable N
I8.  Investigator’s undertaking to DCG(I) if applicable NP
19. Health Ministry Screening Committee (HMSC) approval if applicable N A
20.  Bhabha Atomic Research Centre (BARC) approval if applicable N fA
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable NA
22, Director General of Foreign Trade (DGFT) approval if applicable n A
23.  FDA marketing/manufacturing license for herbal drugs. if applicable pyfv
Other Documents (SPeCity .............ccoceeeeereooi )

PN U R~



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSTON’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 0490 / 2.3 Date:-13/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

: Role and —!
Sr. No. Name Responsibilit
A Y
Chairman
I 3
- Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson.
Scientific
3, Dr. Shilpa Patel i
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basw'Me.dlrcal
Scientist »
10. Mrs. Sabitha Praveen Member
1. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
13. Mrs. Rupali Gujar Spcigl
Scientist ]
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSFPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
' Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 090 {25 Date:- |1/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

@ Any Serious Adverse Event (SAE) occurring in the course of the study

® Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the stud:

5. lItis mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilp%

Member Secretary
| IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/TEC /08 / 2.3 Date: - 1%/4/2023

To,

Amrita Acharya

Guide — Dr. Madhavi Mankar

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
. Your submission of dissertation study protocol
2. Study Title: Study of Job Satisfaction And Its Impact Among Non Teaching Employees In
Tertiary Care Hospital
3. IEC-MGMDCH reference no Mcr | DCH | T ec [osi [23

Dear Amrita Acharya

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {8 ’3 ) 22

1. Application to IERC MGMDCH dt. | 51 21 23
2 Summary of research protocol
3 Research protocol (Version 2-dt 151 7’{ 23
4. Amendments to research protocol (No Dt...../  /2023)N/A
5. Informed consent document (ICD) in English (Version .. *.dt. |5/ 2 /2023)
6 ICD in Hindi language translated from English (Version ... 2-.. dt. .15/ 2=/2023)
7 ICD in Marathi language translated from English (Version .2 .dt.15.. /2~ /2023)
8 Back translations of ICD from Hindi to English (Version ... %, dt.. 5/ 2/2023) N f
9. Back translations of ICD from Marathi to English (Version . 2= dt. 15/ 2=/2023) W A
10. Amendments to the ICD (Version ces dti /0 /2023)
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma «
12. Principal investigators Current Curriculum Vitae (signed and dated) «”
13. Subject recruitment procedures: advertisement, letters to doctors, notices NA
4. Investigator Brochure (IB) — applicable for investigational new drugs (IND) v A
15. Ethics Committee clearance of other study centers (Total No. ) NP
6. Insurance policy if any P
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable v
18.  Investigator’s undertaking to DCG(I) if applicable N B
19.  Health Ministry Screening Committee (HMSC) approval if applicable y g
20.  Bhabha Atomic Research Centre (BARC) approval if applicable nA
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable NB
22, Director General of Foreign Trade (DGFT) approval if applicable pj g
23. FDA marketing/manufacturing license for herbal drugs. if applicable v p
Other Documents (specify ...................................___ ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ 1EC /

O&)

/ 23

Date: - 1#+/ &4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meoting:

Role and
S NG Name Responsibilit
)7
| Dr. Deepak Langade Chajrman,
' ’ p g Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Mermiber
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basw.Me.dlcal
Scientist
10. Mors. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay I'erson
. C o Sc1al
13. Mrs. Rupali Gujar Scientist
DECISION ﬁf—fﬁx@&&?’ Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/  ©8&| I 25 Date:- 1%/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to cornmencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Thanking vou
Yours Sincerely,

INEE:

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185 ; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 082/ 2.3 Date: - 197/ 4/2023

To,

Zainab Nasim Shaikh

Guide — Dr. Ratnaprabha Pedhambkar
MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
L. Your submission of dissertation study protocol
2. Study Title: Socio-demographic, Morbidity Profile and Outcomes of Patients admitted to the
Emegency Department of a Tertiary Care Hospital in Raigad District
3. IEC-MGMDCH reference no M ¢rvi | BCH | r(;:(_,}‘ 08223 .

Dear Zainab Nasim Shaikh

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 8 ' 3 i 23

1.~ Application to [ERC MGMDCH dt. 157{2{2-3
Summary of research protocol
Research protocol (Version 2-dt IS_\’LSZTS )
Amendments to research protocol (No Dt....../ /2023) N/A
[nformed consent document (ICD) in English (Version . 2~ .dt..15/ 2- /2023)
ICD in Hindi language translated from English (Version ... 2. dt. 15/ > /2023)
ICD in Marathi language translated from English (Version .2-...dt..15. /2 /2023)
Back translations of ICD from Hindi to English (Version .. % dt. %/ =/2023) N A
Back translations of ICD from Marathi to English (Version . & di.4% / = /2023) N A
Amendments to the ICD (Version ........ ,dt...../ /2023)
I1.  Case Record Form (CRF) / Study Questionnaire / Study Proforma v
12, Principal investigators Current Curriculum Vitae (signed and dated).”
13. Subject recruitment procedures: advertisement, letters to doctors, notices VA
4. Investigator Brochure (IB) — applicable for investigational new drugs (IND) v A
15, Ethics Committee clearance of other study centers (Total No. ) nA
16.  Insurance policy if any N
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable NA
18.  Investigator’s undertaking to DCG(I) if applicable w1
19. Health Ministry Screening Committee (HMSC) approval if applicable N
20.  Bhabha Atomic Research Centre (BARC) approval if applicable NV A
21, Genetic Engineering Advisory Committee (GEAC) approval if applicable NP
22, Director General of Foreign Trade (DGFT) approval if applicable n
23.  FDA marketing/manufacturing license for herbal drugs. if applicable n B
Other Documents (specify ................................__ ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 082 / 2.3 Date - |3/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role and
Sr. No. Name Responsibilit
Yy
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Member
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Seientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel BHSIC. I\/Te‘dlcal
Scientist
10. Mrs. Sabitha Praveen Member
I1. Adv. Dr. Sheela Hosamani Ligal Expery
12. Ms. Nithya Eldho Varghese Lay Person
-13 Mrs. Rupali Gujar Social
' s RO J Scientist

DECISION U&fwy"*‘ﬁp 4 Page No.2



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & H OSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ OS82 J 23 Date: - 74/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.
11e validity of this approval is for two years from date of approval. Within this period,

‘he Institutional Ethics Committee expects to be periodically informed about the
following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

e @€ © o

Thanking you
Yours Sincerely,

Dr. Shilpa Patel
Member S=oretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /0S3/ 2-3 Date: - |3 4/2023

To,

Vaishnavi Yadav

Guide — Dr. Mrunal Pimparkar

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: A Time Motion Study of Selected Hospital Services In A Tertiary Care Hospital In
Navi Mumbai

3. IEC-MGMDCH reference no M (5™ | DCH ’ IE(,) 0&3 , 23
Dear Vaishnavi Yadav

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 1€ |3|23

. Application to IERC MGMDCH dt. {52 22

2 Summary of research protocol

3. Research protocol (Version 2-dt \5‘ L‘ 23)

4, Amendments to research protocol No  Dt....../  /2023) N/A

5, Informed consent document (ICD) in English (Version ...2=dt. 15 / 2-/2023)

6. ICD in Hindi language translated from English (Version ...2-.. dt. .| 5/ 2- /2023)

7. ICD in Marathi language translated from English (Version .2...dt..1 5, /2~ /2023)

8. Back translations of ICD from Hindi to English (Version ... % dt.. (57 2/2023) N A
9 Back translations of ICD from Marathi to English (Version . 2= .dt. 15, / 2/2023) WO
10.  Amendments to the ICD (Version ........,dt...../  /2023)

11. Case Record Form (CRF) / Study Questionnaire / Study Proforma «~

12.  Principal investigators Current Curriculum Vitae (signed and dated) «”

13. Subject recruitment procedures: advertisement, letters to doctors, notices NA

14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) utx

15. Ethics Committee clearance of other study centers (Total No.) N#&

16.  Insurance policy if any V&

17. Drugs Controller General (India) [DCG(I)] clearance if applicable nj-

18.  Investigator’s undertaking to DCG(I) if applicable pytt-

19. Health Ministry Screening Committee (HMSC) approval if applicable o i

20.  Bhabha Atomic Research Centre (BARC) approval if applicable p;p-

21. Genetic Engineering Advisory Committee (GEAC) approval if applicable A

22, Director General of Foreign Trade (DGFT) approval if applicable nA-

23.  FDA marketing/manufacturing license for herbal drugs. if applicable v i
Other Documents (Specify ............coooviiiiiiieiieiieii, ) Page No. 1



INSTITUTIONAL ETHICS COMMITTEE
/ g\ MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
k o Junction of NH-4 and Sion Panvel Expressway, Sector-01,
X f} Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH, IEC/ ©&83 /[ 2%

Date: - \} 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

ir N N Role and
L 20 P R-sponsibilit
y
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Nieaibs
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini \lember
6. Dr. Ravindranath V.K. vember
7. Dr. Sumanthini M. V Sofentific
Member
g. Dr. Usha Asnani. Member
0. Dr. Rajesh Goel Basw.Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
- 13 Mrs. Rupali Gujar Soslal
' - Rup ! Scientist
DECISION u&ﬁ;%u? ; Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 0853 / 23 Date:- |4/ &4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study. ‘

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Ttis mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.
Thanking you

Yours Sincerely,

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC /O8Y/ 2.3 Date: - 13/ /2023

To,

Prajakta Kocharekar

Guide — Dr. Ashlesha Tawade

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: A Stydy on Utilization of Operation Theatre Facility and Factors Associated with it
in Tertiary C-Tacf‘%ﬁiggpital
3. IEC-MGMDCH reference no mM x4 [DCH l IE@]O&HE 23 .

Dear Prajakta Kocharekar

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 1 8" 3 ] 22

Application to [ERC MGMDCH dt. 157|223
Summary of research protocol
Research protocol (Version 2.dt 151223 )
Amendments to research protocol (No  Dt...../  /2023) N/A .
Informed consent document (ICD) in English (Version ...... de..../  /2023) VA 4
ICD in Hindi language translated from English (Version ........ de. ... /o /2023) N A
ICD in Marathi language translated from English (Version ....... de....../  /2023) i
Back translations of ICD from Hindi to English (Version ....... dt...... ! 12023) N A

9. Back translations of ICD from Marathi to English (Version ....... dt...... /o 12023) NA -

10.  Amendments to the ICD (Version ........ ,dte /o /2023)

1. Case Record Form (CRF) / Study Questionnaire / Study Proforma v

12, Principal investigators Current Curriculum Vitae (signed and dated) v~

13. " Subject recruitment procedures: advertisement, letters to doctors, notices N f

14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) N &

15. Ethics Committee clearance of other study centers (Total No. ) VA

16.  Insurance policy if any N#&

17. Drugs Controller General (India) [DCG(I)] clearance if applicable N

18.  Investigator’s undertaking to DCG(I) if applicable pfh

19.  Health Ministry Screening Committee (HMSC) approval if applicable NP

20.  Bhabha Atomic Research Centre (BARC) approval if applicable ™A

21. Genetic Engineering Advisory Committee (GEAC) approval if applicable NA

22.  Director General of Foreign Trade (DGFT) approval if applicable N P

23. FDA marketing/manufacturing license for herbal drugs. if applicable N
Other Documents (SPECIfy .........oo..oviueeiue i )

20N O b ko o =



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ©O8Y [ 2.3 Date: - I3/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. Name Responsibilit
)7
Chairman,
l. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Mcn-wber
Secretary
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Seientifio
Member
8. Dr. Usha Asnani. Member
Racq selio
0. Dr. Rajesh Goel ")dS]C.M“.dK'al
Scientist
10. Mrs. Sabitha Praveen Member
1. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
. o Social
13. Mrs. Rupali Gujar Scientist

DECISION U&,F?ﬁ/&uf@d Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/  O8H / 23 Date:- (= /4 /2023

Basd on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
- study.
3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:
e The progress of the study
e Any Serious Adverse Event (SAE) occurring in the course of the study
e Any significant changes in the protocol/patient information/ informed consent
e Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
5. It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Hige

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ o, /2%

To,

Parigha Patil

Guide — Dr. Pradeep Sawardekar
MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1.

Your submission of dissertation study protocol
2. Study Title: A Study on the patient satisfaction in the Emergency department in a Tertiary Care
Hospital

3. IEC-MGMDCH reference no m¢yn ’ pOH ,‘I tC l 106 ’2 2

Dear Parigha Patil

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 4¢ ‘5 ) 2%

23.

Application to [ERC MGMDCH dt. 122>
Summary of research protocol

Research protocol (Version 2-dt \5‘ 2-‘ 2% )

Amendments to research protocol (No Dt....../  /2023) N/A 7

Informed consent document (ICD) in English (Version e (A=Y 7’/2023)

ICD in Hindi language translated from English (Version . 2-.... dt. \ 2./ 2 /2023)
ICD in Marathi language translated from English (Version 2-...dt. 151 +/2023)
Back translations of ICD from Hindi to English (Version ..2-..dt..1s / 2+/2023)
Back translations of ICD from Marathi to English (Version .2-...dt.\ 2./ 2712023)
Amendments to the ICD (Version ........, dt...../  /2023)

Case Record Form (CRF) / Study Questionnaire / Study Proforma v

Principal investigators Current Curriculum Vitae (signed and dated) v~

Subject recruitment procedures: advertisement, letters to doctors, notices N P
Investigator Brochure (IB) — applicable for investigational new drugs (IND) n A
Ethics Committee clearance of other study centers (Total No.) N P

Insurance policy if any N p-

Drugs Controller General (India) [DCG(I)] clearance if applicable N 2
Investigator’s undertaking to DCG(I) if applicable N P

Health Ministry Screening Committee (HMSC) approval if applicable N fr
Bhabha Atomic Research Centre (BARC) approval if applicable A

Genetic Engineering Advisory Committee (GEAC) approval if applicable N P
Director General of Foreign Trade (DGFT) approval if applicable N

FDA marketing/manufacturing license for herbal drugs. if applicable NP

Other Documents (SPECify .........covvveeieniiiiiiiiiiinn, )

Date: - 1}/ 412023



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ o6 /[ 2.3

Date: - 14/ &4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
L 1N B Respounsibilit
y
Chairman,
L. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3 Dr. Shilpa Patel Meiibier
Secretary
4, Dr. Jyoti Nadgere Clinician
%, Dr. Vineet Kini Membe:
6. Dr. Ravindranath V.K. Member
7 Dr. Sumanthini M. V Spizmiffe
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basw.Me‘dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Tegal Bt
12. Ms. Nithya Eldho Varghese Lay Person
o Social
13. Mrs. Rupali Gujar Seientist
DECISION M? M Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/  10g / L3 Date:- {+/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. % olicable and mandatory regulatory permissions to be obtained prior to commencement of
U¢ study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. 'rhe investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to comniciicing the
study.

3. Participating subjects should be adequately enlightened about the protocol duriiig
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden relatec to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

® Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

)
Dr. Shi/; 1 Patel

Member Secretary
IEC, MGMDCH

Page No.3




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /0857 2.3 Date: - {7/4/2023

To,

Swarada Mhatre

Guide — Dr. Samir Pachpute

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
I Your submission of dissertation study protocol .
2. Study Title: Knowledge and Awareness of Infection Control Program among Healthcare workers
in a Tertiary Care Hospital
3. IEC-MGMDCH reference no MCrM | DCH | TEC|D8 5|23

Dear Swarada Mhatre

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 18 ‘ 3 ﬂ 23

Application to [ERC MGMDCH dt. 15| 2{2.3

Summary of research protocol

Research protocol (Version 2 dt |5 74 23 )

Amendments to research protocol (No  Dt....../  /2023) N/A

ICD in Hindi language translated from English (Version .. 2-... dt. .15/ 2-/2023)
ICD in Marathi language translated from English (Version .2-...dt. \%. / 2~ /2023)

. Back translations of ICD from Hindi to English (Version .7%...dt.. %5/ 2 /2023) N &
9. Back translations of ICD from Marathi to English (Version = At \E/ £/2023) N &
10.  Amendments to the ICD (Version ........ ydt..../ /2023)

11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma v~
12. Principal investigators Current Curriculum Vitae (signed and dated)”
13.  Subject recruitment procedures: advertisement, letters to doctors, notices pup
14, Investigator Brochure (IB) — applicable for investigational new drugs (IND)pu &
15, Ethics Committee clearance of other study centers (Total No.) A
16.  Insurance policy if any N#r
7. Drugs Controller General (India) [DCG(I)] clearance if applicable pf*
18.  Investigator’s undertaking to DCG(I) if applicable n A
19. Health Ministry Screening Committee (HMSC) approval if applicable it
20.  Bhabha Atomic Research Centre (BARC) approval if applicable M1
21. Genetic Engineering Advisory Committee (GEAC) approval if applicablens i
22. Director General of Foreign Trade (DGFT) approval if applicable p v
23.  FDA marketing/manufacturing license for herbal drugs. if applicable popv
Other Documents (Specify ...............oooiiiiiiiiiiiiiin, ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 685 / 2% Date: - (#/ 4 /2023

The following members of the Ethics committee discussed the study documents ar. voted at

the meeting:

. Role and
BE- e, Name Responsibilit
}7
Chairman,
L. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel M RbEE
Secretary
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Membe:
ientific
7. Dr. Sumanthini M. V Baiemtifiv
Member
8. Dr. Usha Asnani. Member
9, Dr. Rajesh Goel Bas1clMe‘d1cal
Scientist
10. Mrs. Sabitha Praveen Member
11 Adv. Dr. Sheela Hosamani Logal Expert
12, Ms. Nithya Eldho Varghese Lay Person
o Social
13. Mrs. Rupali Gujar RSofagiles

DECISION K;:\,??m«? Page No.2



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ O&§5 ;23 Date: - 14/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following;:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study
5. Ttis mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

I A
A o

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 086 /2-3 Date: - 1% 4/2023

To,

Akshay Sakhare

Guide — Dr. Sunila Sanjeev

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: Assessment of Knowledge and Practice in Medical Certificate of Cause of Death
(MCCD) in Tertiary Care Hospital Maharashtra
3. IEC-MGMDCH reference no M CrM [DUH | TEC | 08E |23 -

Dear Akshay Sakhare

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 1€ ‘3 \ 23

Application to [ERC MGMDCH dt. \512-123

Summary of research protocol

Research protocol (Version 2- dt | 51 l‘ 23 )

Amendments to research protocol No Dt....../  /2023) N/A
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10.  Amendments to the ICD (Version ........,dt...../  /2023)

11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma +~

12.  Principal investigators Current Curriculum Vitae (signed and dated) ¥~

13.  Subject recruitment procedures: advertisement, letters to doctors, notices N p

14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) pJ/ A

15.  Ethics Committee clearance of other study centers (Total No. ) N

16.  Insurance policy if any N

17.  Drugs Controller General (India) [DCG(I)] clearance if applicable NP

18.  Investigator’s undertaking to DCG(I) if applicable Nf%

19.  Health Ministry Screening Committee (HMSC) approval if applicable N A

20. Bhabha Atomic Research Centre (BARC) approval if applicable N &

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N[

22.  Director General of Foreign Trade (DGFT) approval if applicable v p

23. FDA marketing/manufacturing license for herbal drugs. if applicable n f+
Other Documents (SPeCify ....oovvviriiiiiiiiiiiiiieeeee e, )



INSTITUTIQNAL ETHICS COMMITTEE
MATATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ O&C /2% Date: - |+/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role and
Sr. No. Name Responsibilit
y
Chairman,
l. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Mednher
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
5 3 Scientific
T Dr. Sumanthini M. V Nonsher
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basm.Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
1. Adv. Dr. Sheela Hosamani Legal Bxpert
12. Ms. Nithya Eldho Varghese Lay Person
o Social
13. Mrs. Rupali Gujar i
Scientist
gt
DECISION M!’)‘v&/b"& ~ SN Fage No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/CH/IEC/ 08¢ / 23 Date:- i4/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

L. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
‘elated procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
studs
‘articipating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
4. Participating subjects should not be put to additional financial burden related to the

study protocol.

The vulic ity of this approval is for two years from date of approval. Within this period,

the 11+t .tutional Ethics Committee expects to be periodically informed about the

follo .ving:

® The progress of the study

® Any Serious Adverse Event (SAE) occurring in the course of the study

@ Any significant changes in the protocol/patient information/ informed consent
® Update on safety of the investigating product or procedure

® To provide an abridge copy of the final report after completion of the study

o

(O8]

5. Itis mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.
Thanking you

Yours Sincerely,

1
Dr. Shilpa Patel

Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /083 / 2-3 Date: - | 3/4/2023

To,

Suraj Bachhav

Guide — Dr. Deepanjana Dass

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1.~ Your submission of dissertation study protocol
2. Study Title: An Observational Study on the Pattern, Severity and Outcome of Poisoning Cases in
a Tertiary Care Hospital of Western India
3. IEC-MGMDCH reference no M ¢ |pcH | Tec) 087 ] 23

Dear Suraj Bachhav

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 1R ’ 3 ’ 272

Application to IERC MGMDCH dt. | 512423
Summary of research protocol
Research protocol (Version 2 dt | 51 2{23 )
Amendments to research protocol (No Dt....../ /2023) N/A
Informed consent document (ICD) in English (Versiof)... de ]S/ L’/2023)
ICD in Hindi language translated from English (Version .2 dt. IS../ - 12023)
ICD in Marathi language translated from English (Version "’dt;g /% /2023)
Back translations of ICD from Hindi to English (Version ...?-:".'.dt...«‘ré/ “T/2023) N K
9, Back translations of ICD from Marathi to English (Version & dt.+. / = /2023) N\J NH—
10.  Amendments to the ICD (Version ........ At/ /2023)
I1. Case Record Form (CRF) / Study Questionnaire / Study Proforma+~” )
12, Principal investigators Current Curriculum Vitae (signed and dated) il
13. Subject recruitment procedures: advertisement, letters to doctors, notices
14. " Investigator Brochure (IB) — applicable for investigational new drugs (IND) p &
15. Ethics Committee clearance of other study centers (Total No. ) NB
16.  Insurance policy if any N R
7. Drugs Controller General (India) [DCG(I)] clearance if applicable MR
18.  Investigator’s undertaking to DCG(I) if applicable i
19.  Health Ministry Screening Committee (HMSC) approval if applicable V>
20.  Bhabha Atomic Research Centre (BARC) approval if applicable n
21.  Genetic Engineering Advisory Committee (GEAQ) approval if applicable N
22, Director General of Foreign Trade (DGF T) approval if applicable pB-
23. FDA marketing/manufacturing license for herbal drugs. if applicable n A
Other Documents (SPECIEY .o B )

I A S



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 084

/ 23 " Date:- 1"/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
o
S Ne: Nang Responsibilit
)7
l. Dr. Deepak Langade Chginngn,
Scientific
Co-
2. Dr. Prakash Khandelwal Chaurperson,
Scientific
3. Dr. Shilpa Patel Melgber
Secretary
4, Dr. Jyoti Nadgere " Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Scientific
Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basw‘Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Bxpett
12 Ms. Nithya Eldho Varghese Lay Person
o Social
13. Mrs. Rupali Gujar Scientist
DECISION (M PAlires Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ O8F / 23 Date: - 3/ kK /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the jrotocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to cornmencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
thie Institutional Ethics Committee expects to be periodically informed about the
‘ollowing:

e The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Anv significant changes in the protocol/patient information/ informed consent

Update on safety of the investigating product or procedure

To provide an abridge copy of the final report after completion of the study

5. It is mandarory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panve] Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /088 / 2.3 Date: - |3/4/2023

To,

Sayali Jangale

Guide — Dr. Deepashri Naik

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
1. Your submission of dissertation study protocol
2. Study Title: Study the knowledge among ICU nurses regarding Prevention of Ventilator
Associated Pneumonia (VAP) in tertiary Care Hospitals, Navi Mumbai
3. IEC-MGMDCH reference no MM | DCH |TEC l 08e| 232

Dear Sayali Jangale

The [EC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {8 l 3 ‘ 23

Application to IERC MGMDCH dt. 15223

Summary of research protocol

Research protocol (Version 2- dt \‘5“3'] 23 )

Amendments to research protocol (No Dt....../  /2023) N/A

Informed consent document (ICD) in English (Version LA s 22023)

0o Oy I B B b

9. Back translations of ICD from Marathi to English (Version .2...dt. &/ #/2023) n A

10.  Amendments to the ICD (Version ........,dt...../  /2023)

11. Case Record Form (CRF) / Study Questionnaire / Study Proforma «~

12.  Principal investigators Current Curriculum Vitae (signed and dated) v

13.  Subject recruitment procedures: advertisement, letters to doctors, notices ~ A

14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND)N A

15. Ethics Committee clearance of other study centers (Total No. ) v #

16.  Insurance policy ifany NA

17.  Drugs Controller General (India) [DCG(I)] clearance if applicable N'A

18. Investigator’s undertaking to DCG(I) if applicable N

19. Health Ministry Screening Committee (HMSC) approval if applicable MR

20. Bhabha Atomic Research Centre (BARC) approval if applicable nA

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable K #

22.  Director General of Foreign Trade (DGFT) approval if applicable N &

23. FDA marketing/manufacturing license for herbal drugs. if applicable ~N#&
Ofther Docments (SDECITY us s swes s saws ¢ s s om s 50 e somis s w0 o )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGT. & HOSPITAI,
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©O&& [/ 23

Date: - |#/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. et Responsibilit
y
Chairman,
L. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3 Dr. Shilpa Patel s
Secretary
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V. K. Member
7. Dr. Sumanthini M. V S‘cin:..uﬁc
Member
8. Dr. Usha Asnani. vlember
9. Dr. Rajesh Goel Basw'Me.dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
13. Mrs. Rupali Gujar SQCj( |
Scient st
DECISION ﬁppw@buj : Fage No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSP(TAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©O8&E8 /23 Date: - 17/ 4 /2023

Bas=d on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
4. Participating subjects should not be put to additional financial burden related to the

study protocol.

"'he validity of this approval is for two years from date of approval. Within this period,

the Institutional Ethics Committee expects to be periodically informed about the

following:
The progress of the study
Any Serious Adverse Event (SAE) occurring in the course of the study
Any significant changes in the protocol/patient information/ informed consent
Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. Tt is mandatory for the investigators affiliated with other institutions to provide a letter of

approval from the Ethics Committee of the respective institution.

U2

Thanking you
Yours Sincerely,

s

Dr. Shilpa Patel
Member Secretary
1EC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC /©0&4/ 23 Date: - 13/4/2023

To,

Pallavi Poojary

Guide — Dr. Harapriya Kar

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
. Your submission of dissertation study protocol
2. Study Title: Study of OPD Patient's Satisfaction with Clinical Laboratory Services Provided in a
Tertiary Care Hospital
3. IEC-MGMDCH reference no A ¢t ) DCH II EC) 0&9 ‘ 22 .

Dear Pallavi Poojary

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 18 ‘ 3]22

Application to [ERC MGMDCH dt. |S{2{ 2%

Summary of research protocol

Research protocol (Version 2- dt | S]2]23 )

Amendments to research protocol (No  Dt....../  /2023) N/A

Informed consent document (ICD) in English (Version .. 2-.dt. 157/ 2-/2023)

I R

Back translations of ICD from Hindi to English (Version .. =.dt. 45, / 25/2023) N £
9. Back translations of ICD from Marathi to English (Version . 2. dt. +5/ 2</2023) N A
10.  Amendments to the ICD (Version ........ ,dte..../  /2023)

11. Case Record Form (CRF) / Study Questionnaire / Study Proforma .~

12. Principal investigators Current Curriculum Vitae (signed and dated)

13. Subject recruitment procedures: advertisement, letters to doctors, notices kA

14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) NA

15. Ethics Committee clearance of other study centers (Total No. ) N A

16.  Insurance policy if any N#

17. Drugs Controller General (India) [DCG(I)] clearance if applicable ~vF+

18.  Investigator’s undertaking to DCG(I) if applicable N

19. Health Ministry Screening Committee (HMSC) approval if applicablen $

20.  Bhabha Atomic Research Centre (BARC) approval if applicable ™%

21. Genetic Engineering Advisory Committee (GEAC) approval if applicable NP

22, Director General of Foreign Trade (DGFT) approval if applicable wp

23.  FDA marketing/manufacturing license for herbal drugs. if applicable N -
Other Documents (SPeCify .........o.oviiiiiiiiiiiiiiiie i, )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ 0&9 /23 Date: - {3/ 4y /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
Sr. No. Name Responsibilit
y
Chairman,
L. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Menber
Secretary
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V - Soientific
Member
8. Dr. Usha Asnani. Member
2 Dr. Rajesh Goel Basic’Me‘dical
Scientist
10, Mors. Sabitha Praveen Member
(1. Adv. Dr. Sheela Hosamani L&gal Expart
12 Ms. Nithya Eldho Varghese Lay Person
13 Mrs. Rupali Gujar 8.00131
’ ’ Scientist
DECISION v&.\z?f\ﬁgm/ Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ©OSY ] 23 Date: - 13/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1.

Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.
Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

e Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informec consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study
It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

&./MJ:{M,
Dr. Shilpa Patel
Member Secretary

IEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185 3 E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / O6{/2.2 Date: - ) 4/2023

To,

Suraj Bansode

Guide — Dr. Gopal Rathi

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Effect of Sonosim Software on 'Ultrasound knowledge of UrinarySystem' amongst
MRIT & MDT Students

3. IEC-MGMDCH reference no M4 Caad , DCH ( IEC, 06y , 23

Dear Suraj Bansode

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {5 ' ) | 23

Application to [ERC MGMDCH dt. 15]2]23
Summary of research protocol
Research protocol (Version 2-dt |57 )23
Amendments to research protocol (No Dt...../ /2023)N/A
Informed consent document (ICD) in English (Version .. 2-.dt. A5/ 2-/2023)
ICD in Hindi language translated from English (Version ... 2. dt. \S/ 2-/2023)
ICD in Marathi language translated from English (Version ..2-..dt. . \S/ 2-/2023)
Back translations of ICD from Hindi to English (Version ... #.dt. e/ 2-/2023) NA
Back translations of ICD from Marathi to English (Version .. % dt. 165/ &= 12023) N A
10.  Amendments to the ICD (Version ........, dt...../ /2023)
11, Case Record Form (CRF) / Study Questionnaire / Study Proforma «
12, Principal investigators Current Curriculum Vitae (signed and dated) v«
13. Subject recruitment procedures: advertisement, letters to doctors, notices NP
14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) NP
5. Ethics Committee clearance of other study centers (Total No. ) N
16.  Insurance policy if any p
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable NP
18.  Investigator’s undertaking to DCG(T) if applicable N
19.  Health Ministry Screening Committee (HMSC) approval if applicable NB
20.  Bhabha Atomic Research Centre (BARC) approval if applicablen A
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable NA
22.  Director General of Foreign Trade (DGFT) approval if applicable N A
23. FDA marketing/manufacturing license for herbal drugs. if applicable 2
Other Documents (specify ... ) Page No. 1
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INSTITUTIONAL ETHICS COMMITTEE

MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPIT AL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,

Kamothe, Navi Mumbai- 410 209

Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ ©O¢Yy / 2.3

Date: - |34/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
P e MName Responsibilit
y
Chairman,
1. Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel " Jemiser
Secretary
4. Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini IVlember
6. Dr. Ravindranath V.K. Member
. . Scientific
Dr. Sumanthini M. V Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basm.Me.dwal
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Legal Expert
12. Ms. Nithya Eldho Varghese Lay Person
e Social
13. Mrs. Rupali Gujar Scientist
DECISION @WM Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/IEC/ O€H4 / % Date: - {3/ L /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1.

o

Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

I'he investigators and other participants should be adequately trained on the protocol and its
el ited procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
st \_ldy.

Participating subjects should be adequately enlightened about the protocol during

informed consent process and under insurance coverage in an event of any trial related
injury/accident.

Participating subjects should not be put to additional financial burden related to the

stucy protocol.

The validity of this approval is for two years from date of approval. Within this period,

the Institutional Ethics Committee expects to be periodically informed about the

following:

The progress of the study

Any Serious Adverse Event (SAE) occurring in the course of the study

Any significant changes in the protocol/patient information/ informed consent

2 O e e

Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study
It is mandatory for the investigators affiliated with other institutions to provi.l¢ a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

Dr. Shilpa Patel
Member Secretary
TIEC, MGMDCH

Page No.3



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC /068 23 Date: - |3 4/2023

To,

~Khushi Kumari
Guide — Dr. Iffat Ahmed Hussain Khan
MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:
L. Your submission of dissertation study protocol
2. Study Title:

C ot aaoi s d
G‘% Avdenicnal MW MRET R

MDT doanty -
3. IEC-MGMDCH reference no M ¢rM | DCH | TEC| 06 <

Dear Khushi Kumari

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date 1= ‘5 \ 2023

. Application to IERC MGMDCH dt. | S22

2 Summary of research protocol

3 Research protocol (Version 2= dt 151223 )

4 Amendments to research protocol (No  Dt....../  /2023) N/A

5 Informed consent document (ICD) in Enghsh (Versmn ..?:.dt 15 / - /2023)

6 ICD in Hindi language translated from English (Version ... 2. ~Ldt NS/ 2-/2023)

7 ICD in Marathi language translated from English (Version ..2~. dt.. t;\ /2~ /2023)

8 Back translations of ICD from Hindi to English (Version .. %- dt.. &/ 2./2023) N F

9. Back translations of ICD from Marathi to English (Version .. & dt.. @/ €-/2023) ?\' A
10.  Amendments to the ICD (Version ........ ,dte..../ /2023)

1. Case Record Form (CRF) / Study Questionnaire / Study Proforma v

12. Principal investigators Current Curriculum Vitae (signed and dated) «

13. Subject recruitment procedures: advertisement, letters to doctors, notices N

14, Investigator Brochure (IB) — applicable for investigational new drugs (IND) po

15.  Ethics Committee clearance of other study centers (Total No. ) NA

16.  Insurance policy if any NE£

7. Drugs Controller General (India) [DCG(I)] clearance if applicable

18.  Investigator’s undertaking to DCG(I) if applicable NP

19. Health Ministry Screening Committee (HMSC) approval if applicable NP

20.  Bhabha Atomic Research Centre (BARC) approval if applicable N

21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N A

22.  Director General of Foreign Trade (DGFT) approval if applicable N A

23.  FDA marketing/manufacturing license for herbal drugs. if applicable [N1S
Other Documents (SPeCify .......oviveiviiiiniiie e iceie e, )



INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ D&S /[ 2.3 Date: - |4/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and
S5 N0 N Responsibilit
¥
; 7 Chairman,
L. Dr. Deepak Langade Scientific
Co-
2 Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Member
Secretary
4, Dr. Jyoti Nadgere Clinician
5. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V Sl
Member
8. Dr. Usha Asnani. Viember
9, Dr. Rajesh Goel Basic Medical
Scientist
10. Mrs. Sabitha Praveen Member
11. Adv. Dr. Sheela Hosamani Liegal Expert
12. Ms. Nithya Eldho Varghese Lav Person
C Social
13. Mrs. Rupali Gujar Setarmdar

DECISION Wﬁvﬁfﬁ Page No.2




INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / De< /23 Date:- (3/4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (Www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the

study.
Participating subjects should be adequately enlightened about the protocol during

[%)

informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden related to the
study protocol.
The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the

following:
® The progress of the study
® Any Serious Adverse Event (SAE) occurring in the course of the study
® Any significant changes in the protocol/patient information/ informed consent
® Update on safety of the investigating product or procedure
® To provide an abridge copy of the final report after completion of the study

5. Itis mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you

Yours Sincerely,

Dr. Shilpa Patel

Member Secretary

IEC, MGMDCH
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 095/ 223 Date: - 1 4/4 /2023

To,

Chandani Dilip Ginha

Guide — Dr. Pramod Bhamare

MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1.

Your submission of dissertation study protocol
2. Study Title: Sensitivity and Specificity of Plain Radiography Compared to MRI in Avascular
Necrosis of Femoral Head (AVNFH)

3. IEC-MGMDCH reference no M | beH |TEC|0q5 |23

Dear Chandani Dilip

The TEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date {8 } 3 i 232

1.

00 N ov iy B D9 T

9

10.
11.
12.
13,
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.

Application to [ERC MGMDCH dt. {5222

Summary of research protocol

Research protocol (Version 2 dt (512423 )

Amendments to research protocol (No  Dt....../  /2023) N/A

ICD in Hindi language translated from English (Version ..2.... dt. {¢../ 2- /2023)

ICD in Marathi language translated from English (Version .. L...dt.}.{... / /2023)
Back translations of ICD from Hindi to English (Version .. @.dt. k. / £-/2023) N fr
Back translations of ICD from Marathi to English (Version .. 4Z..dt... / % /2023) N 6
Amendments to the ICD (Version ........,dt...../  /2023)

Case Record Form (CRF) / Study Questionnaire / Study Proforma

Principal investigators Current Curriculum Vitae (signed and dated)

Subject recruitment procedures: advertisement, letters to doctors, notices N
Investigator Brochure (IB) — applicable for investigational new drugs (IND) N &

Ethics Committee clearance of other study centers (Total No. ) N B

Insurance policy if any NP

Drugs Controller General (India) [DCG(I)] clearance if applicable N &

Investigator’s undertaking to DCG(I) if applicable ~Jf

Health Ministry Screening Committee (HMSC) approval if applicable N

Bhabha Atomic Research Centre (BARC) approval if applicable VP

Genetic Engineering Advisory Committee (GEAC) approval if applicable N A

Director General of Foreign Trade (DGFT) approval if applicable N

FDA marketing/manufacturing license for herbal drugs. if applicable N A

Other Documents (SPeCify ....coevviiviiiiiiiiiiii, )



Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209

INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL

Tel: 022-27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©95 /[ 23>

Date: -[#/ &4 /2023

The following members of the Ethics committee discussed the study documents and voted at

the meeting:

Role and j
TR Responsibilit
)T
Dr. Deepak Langade %}Cl?éi::;ré’
Co-
2. Dr. Prakash Khandelwal Chairperson.
Scientific
3. Dr. Shilpa Patel é\g 2:‘})(
ary
4. Dr. Jyoti Nadgere Clinician
3. Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7. Dr. Sumanthini M. V S&ggégrc
8. Dr. Usha Asnani. Member
2 aq : 100
Dr. Rajesh Goel E 121;2\111;(:5110&1
Mrs. Sabitha Praveen Member

Adv. Dr. Sheela Hosamani

Legal Expert

—

Ms. Nithya Eldho Varghese

Mrs. Rupali Gujar

DECISION \Sﬂ—FPﬁb@&u)‘
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Social
Scientist
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INSTITUTIONAL ETHICS COMMITTLEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ 045 / 23 Date: - (*/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical review, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)

2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.

3. Participating subjects should be adequately enlightened about the protocol during
informed consent process and under insurance coverage in an event of any trial related
injury/accident.

4. Participating subjects should not be put to additional financial burden rclated to the
study protocol.

The validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:

e The progress of the study

o Any Serious Adverse Event (SAE) occurring in the course of the study

e Any significant changes in the protocol/patient information/ informed consent

e Update on safety of the investigating product or procedure

e To provide an abridge copy of the final report after completion of the study

5. It is mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

°
)

Dr. Shilpa Patel
Member Secretary
IEC, MGMDCH
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-
01, Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC / 96/ 23 Date: - | #/£4/2023

To,

Pritam Vasave

Guide — Dr. Iffat Ahmed Hussain Khan
MGM School of Biomedical Sciences
Kamothe, Navi Mumbai- 410 209

Reference:

1. Your submission of dissertation study protocol

2. Study Title: Sensitivity and Specificity of X-Ray Compared to Multi Detector Computed
Tomography in Spinal Trauma

3. IEC-MGMDCH reference no Myt ‘ DCH \IECI 096 ll?a ‘

Dear Pritam Vasave

The IEC- MGMDCH has received and reviewed
your submission

Following documents were reviewed in the meeting held on date { & ‘ 3 ‘ 23

Application to [ERC MGMDCH dt. \ 12|23
Summary of research protocol
Research protocol (Version 2-dt i’a“ 7'\ 2.3)
Amendments to research protocol WNo Dt....../ /2023) N/A
Informed consent document (ICD) in English (Version ededS. 1-/2023) i
ICD in Hindi language translated from English (Version ...2.... dt. }8../ 1—/2023) &R
ICD in Marathi language translated from English (Version .2-...dt.}§... / 2 /2023) &8
Back translations of ICD from Hindi to English (Version .. 2..dt. 4£. /- /2023) 1A N A
9. Back translations of ICD from Marathi to English (Version ..:27.dt.j{.. / & 7/2023) peP N N
10.  Amendments to the ICD (Version ........ ,dt...../ /2023)
11.  Case Record Form (CRF) / Study Questionnaire / Study Proforma
12.  Principal investigators Current Curriculum Vitae (signed and dated) -
13.  Subject recruitment procedures: advertisement, letters to doctors, notices kP
14.  Investigator Brochure (IB) — applicable for investigational new drugs (IND) v g
15.  Ethics Committee clearance of other study centers (Total No.) N®
16.  Insurance policy if any W@
17.  Drugs Controller General (India) [DCG(I)] clearance if applicable N A
18.  Investigator’s undertaking to DCG(I) if applicable N &
19.  Health Ministry Screening Committee (HMSC) approval if applicable N A
20. Bhabha Atomic Research Centre (BARC) approval if applicable N A
21.  Genetic Engineering Advisory Committee (GEAC) approval if applicable N
22.  Director General of Foreign Trade (DGFT) approval if applicable niy
23.  FDA marketing/manufacturing license for herbal drugs. if applicable
Other Documents (SPecify .....o.ovieiviiiiiiiiiiiieae, )
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©o9¢ [/ 23 Date: - 13-/ 4 /2023

The following members of the Ethics committee discussed the study documents and voted at
the meeting:

Role and
S N0, Nane Responsibilit
)7
Chairman,
L Dr. Deepak Langade Scientific
Co-
2. Dr. Prakash Khandelwal Chairperson,
Scientific
3. Dr. Shilpa Patel Mezmibir
Secretary
4. Dr. Jyoti Nadgere Clinician
5 Dr. Vineet Kini Member
6. Dr. Ravindranath V.K. Member
7 Dr. Sumanthini M. V Slaimniiis
’ ' ‘ Member
8. Dr. Usha Asnani. Member
9. Dr. Rajesh Goel Basm.Me'dlcal
Scientist
10. Mrs. Sabitha Praveen Member
11. . Adv. Dr. Sheela Hosamani Lepal Bxpert
12. Ms. Nithya Eldho Varghese Lay Person
C o Social
13. Mrs. Rupali Gujar & pheitiat
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INSTITUTIONAL ETHICS COMMITTEE
MAHATMA GANDHI MISSION’S DENTAL COLLEGE & HOSPITAL
Junction of NH-4 and Sion Panvel Expressway, Sector-01,
Kamothe, Navi Mumbai- 410 209
Tel: 022- 27436604; Fax: 91-22-27433185; E-Mail: mgmdch@mgmmumbai.ac.in

MGM/DCH/ IEC/ ©9¢ / 23 Date: - 3/ 4 /2023

Based on the discussion of the submitted documents for the scientific and ethical revicw, we approve
the research protocol to be conducted and its presented form subject to the following conditions:

1. Applicable and mandatory regulatory permissions to be obtained prior to commencement of
the study i.e. registration at clinical trial registry of India. (www.ctri.nic.in)
2. The investigators and other participants should be adequately trained on the protocol and its
related procedures, the Good Clinical Practices (GCP) guidelines prior to commencing the
study.
Participating subjects should be adequately enlightened about the protocol during
11 ormed consent process and under insurance coverage in an event of any trial related
“yjury/accident.
Participating subjects should not be put to additional financial burden related to the
s( 1dy protocol.
ue validity of this approval is for two years from date of approval. Within this period,
the Institutional Ethics Committee expects to be periodically informed about the
following:
e The progress of the study
e Any Serious Adverse Event (SAE) occurring in the course of the study

o Any significant changes in the protocol/patient information/ informed consent

(%)

e Update on safety of the investigating product or procedure
e To provide an abridge copy of the final report after completion of the study
5. Itis mandatory for the investigators affiliated with other institutions to provide a letter of
approval from the Ethics Committee of the respective institution.

Thanking you
Yours Sincerely,

g\hﬂﬂ\éi
Dr. Shilpa Patel

Member Secretary
[EC, MGMDCH
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INSTITUTIONAL ETHICS COMMITTEE (IEC)
MGM M EDICAL COLLEGE, KAMOTHE, NAVI MUMBAI

MGM/MED-C/IAEC/2023/4 4 § Date: 06/03/2023

To,

The Director

MGM School of Biomedical,
MGMIHS, Navi Mumbai

Subject: Final list of IAEC approved topics of PhD & M.Sc Dissertation protocols batch
2022

Respected Madam,

This is in reference to the review of dissertation protocols of PhD & M.Sc Postgraduates of
Batch 2022 by Institutional Animal Ethics Committee (IAEC). A Total of projects (16) were
reviewed and approved (15) during the IAEC meeting held on 21/01/2023. The final list of
TAEC approved topics & IAEC approval letters of PhD & M.Sc dissertations are being

enclosed.

Kindly distribute the same among the students and requesting you to take their signatures on

the sheet attached as annexure 1

This is for necessary information and records please

Thanking you

oy . ja

Member Secretary

(Dr. Ipseeta Ray) !

Chairperson
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ANNEXURE -I
MGM Medical College and Hospital,

Navi Mumbai

List of the Thesis Topics of PhD & M.Sc Program ( Batch 2022)
Approved by Institutional Animal Ethics Committee (IAEC)

Final 