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it is so envisaged, prior permission must be obtained from the
EC.

10. Vulnerability

Vulinerable persons are individuals/ belonging to certain groups of
persons who are relatively or absolutely in capable of protecting their
own interests such as:
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COVID-19 patients may be additionally vulnerable of being
stigmatized due to the contagious nature of the disease. Also at
risk are health care workers in COVID-19 hospitals including
doctors, nurses, ward staff, sanitation workers, security
personnel, food suppliers etc.

- Socially, economically or politically advantaged individuals such

as the stranded migrant workers who are susceptible to being
exploited.

. Incapable of making a voluntary informed decision or whose

autonomy is compromised temporarily or permanently.

. EC will ensure that researcher to address the needs of

participants & justify inclusion of vulnerable persons.

- Benefits & risks are carefully determined & the risk minimization

There is ne coercion, force, undue influence, threat or
misrepresentation nor incentives.

The Informed consent process is conducted in a respectful
manner.,
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Nations! Ethical Guide lines for Biomedical & Health Res:gﬂféﬁ; ;’57&15853952%? o

involving human participants, New Delhi: Indian Council 61~
Medical Research; 2017. Available from:

{htip:/ /ethics. nedirindia org/ f asset/ pdff ICMR National Ethicat Guideli
Department of Health Research (DHR}, MOHFW , Government of
India, National Ethics Committee Registry for Biomedical and
Health Rescarch {NECRBHR). Available from .
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File No. - EC/NEW/ANST/2021/1503

Government of India
Ministry of Health & Family Welfare
Department of Health Research
2nd Floor, IRCS Building,
New Delhi - 110001
Dated : 23-Jul-2021
vision tificat

Subject: Provisional registration of the Ethics Committee relating to Biomedical and Health
Research with the National Ethics Committee Registry for Biomedical and Health
Research (NECRBHR), Department ot_' Health Research (DHR).

In exercise of the powers conferred by sub-rule (3) of rule 17 of the New Drugs and Clinical Trials
Rules, 2019, the designated authority in the Department of Health Research, Ministry of Health &
Family Welfare, hereby provisionally registers and permits the following Ethics Committee to
perform the duties of ethics committee as specified in Chapter-IV of the New Drugs and Clinical
Trials Rules, 2019.

Name : Bharati Vidyapeeth Deemed to be University, College of Nursing, Pune-
Ethical Committee

Address : Bharati Vidyapeeth Deemed to be University, College of Nursing, Pune,
Pune- Satara road, Dhankawadi Pune, Pune, Maharashtra - 411043

Contact No: 02024372496

Fax : 02024364515

2. The Ethics Committee shall observe all the conditions as stipulated in Chapter-IV of the aforesaid
Rules, i.e., New Drugs and Clinical Trials Rules, 2019 and the National Ethical Guidelines for
Biomedical and Health Research Involving Human Participants, specified by the Indian Council of
Medical Research (ICMR).

3. The designated authority shall scrutinize the documents and information furnished with the
application by the Ethics Committee for the issue of final registration certificate.

4. The above provisional registration shall be valid for a maximum period of two years from the date
of its issue or till grant of final registration or rejection of provisional registration, whichever is
earlier.
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(Anu Nagar)

: Joint Secretary
Department of Health Research
Designated Authority



UNDERTAKING BY THE ETHICS COMMITTEE

1. Full name, address and title of the

Chairperson

2. Name and address of the office :
of the Ethics Committee*®

Sharad Agarkhedkar, Dr.D.Y.Patil Medical College
,Hospital And Research Centre, Pune, Pune,
Maharashtra, India - 411018

Bharati Vidyapeeth Deemed to be University,
College of Nursing, Pune- Ethical Committee,
Bharati Vidyapeeth Deemed to be University,
College of Nursing, Pune, Pune- Satara road,
Dhankawadi, Pune, Pune, Maharashtra - 411043
Contact No. : 02024372496 Fax No. : 02024364515

3. Names, address, qualifications & designation of all the members of the Ethics Committee®

; S.No. Name Qualification with Current Telephone number, | Designation/ Affiliation of
Specialization Organization | fax number, e-mail {role of member| member with
and mailing address in Ethics  |institute that has
Committee | constituted the
£thics
Committee
1 iDr. Shasad MBBS (Pediatric) |Dr.D.Y.Pati Afobie: Chair Person No
Agarkhedkar Medical 9822030122,
Callege , email:
Hospital And  {ashailaka@gmail.
{Research com
Centre Add: D1, Hill View
Residency, Pune
Iﬁme.
Maharashtra-
. 411048
2 an. At BSc (M.Sc. [Bharat Nichile: Member Yes
Yuvaraj Nursing, Ph. D Vidyapeeth  {8561055483, Secretary
Nawale Nursing) {Deemed To  jemail
Be :
University), L.oom
College OF Add: Aaswad Park,
Nursing, Pune {Flat No. 4,
DatinagarRd.,
Pune, Pune,
Maharashira-
411046
3 |Or. Viay rhms ™D BHARATI obile: |Basic Medical No
Haribhau Pharmacology)  |VIDYAPEETH 8422012517, Scientist
Mate DEEMED TO |email:
BE vijayhmate@gmail.
UNIVERSITY jcom
MEDICAL Add: D-501, Shree
PUNE Pune, Pune,
Maharashtra-
411037
4 |Dr.Pallavi  |MBBS (MDMWS- [Dr.DY Pail |Mobile: {Basic Medical No
Bajpayee Anatomy ) Tiedica 3860833756, Scientist
{Cahge, {email:
Pimpri, Pune  |vinks162@gmail.
COIT
LAdd: F3/ 10, Puns,
Pune,
lerioze
411622
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5 "DTPurwa [MBBS MD-  [BHARATI  [Wiobiie: Clinician No
Doke General Medicine |VIDYAPEETH 8823060852,
) DEEMED TO |emait:
18E purwadcke@gmail.
UNIVERSITY {com
MED{CAL Add: Flat No. 1004,
COLLEGE Shreenath
PUNE Chandrangan,
Pune, Pune,
Maharashira-
411043
6 |Ms. Sumati BA (M.A. The Bishops  [Mobile: Social No
Unkule Sociclogy, M. Jumnior 9923475008, Scientist
Phil. Sociclogy) College, email:
Camp sumatiu@gmail.
com
Add: CIO M.
Aseem Tribhuvan,
128, Manish Apt.,
Pune, Pune,
Maharashira-
411007
7 |#is. Sarita LLB (Master of Bharati Maobile: L egat Expert No
Prakash Laws (LLM.)) Vidyapeeth  {9922341552
Dugane INew Law email:
College Pune  |sariial Sdugane@g
mail_ com
Add: C-104, Mohite
Township, Pune,
Pune,
Maharashira-
411051
8 (Ms Varshs BA (T.TC) S. P.M. iobile: kL;:q,r?’en--.::irn No
Rajiv Jogdea English 8527447437,
Medium ermai:
School, Pune  |varsha jogdeo@re
diffmail.com
Add: 77, 4th Floar,
Wing No. 4, Anand
Park, Pune, Pune,
Maharachtra-
411851
9 |Mr. Rajkumar |BA {(M.A) Bharati Mobils: Other Yes
Yashvant Vidyapeeth 9766658517, Supporting
Yadav {Deetned To  jemail: Staft
iBe yadavaryan30@g
University), mail.com
College OF Add: Rat No. 163,
10 [Mr. Stawan BSc {M.Sc. Yes
Uitam Nursing}
Chougule
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11 an. Jyotsna BSc (Nursing) Sushrusha Mobile: Scientific No
Rajendra Institute Of 9763328546, Member
Deshpande Nursing email: -
Sciences, liyotsnadeshpande
Daund 48@gmail.com
Add: C- 11,
SidhiVinayak
Vihar, Pune, Pune,
Maharashtra-
411048
12 |Dr. BSc (M.Sc. Bharati Maobite: Scientific Yes
Bhagyashree [Nursing, Ph. D. Vidyapeeth 8822062740, Member
Anil Jogdeo Mursing) {(Deemed To  lemail:
Be bjogdeo@gmail.
University), com

College Of Add: 1314/ 3,
Nursing, Pune Sadashiv Peth,

13 |Ms. Saraswati |BSc (MSc in Retired {Mobile: Scientific No

14 |Dr Khurshid |BSc (M Sc. Bharati Mobile: Scientific Yes
Suffan MNursing, Ph. D. Vidyapeeth 9880771988, Member

4. Commitments:

(1) The Committee shall review and accord its approval to a biomedical research and also carry
ongoing review of the study at appropriate intervals, as specified in latest edition of National ethical
guidelines for biomedical and health research involving human participants - TCMR for safeguarding
the rights, safety and well- being of the research participants.

(2) In case of any serious adverse event occurring to research participants during the research study,
the Commitice shatl analyze and forward its opinien as per procedares specified under National
Ethical Guidelines for Biomedical and Health Research Involving Human Participants.

(3) The Committee shali allow expertsfofficials authorized by Department of Health Research (DHR)
to ciier its premises to inspect any record, data of any document related to research study and provide
adequate replies to any query raised by such experts/officials, as the casc may be, in relation to the
conduct of biomedical and health research.

(4) We agree to maintain adequate and accurate records after the completion or



termination of biomedical & health research study for not less than 3 years from the date of
*  completion or termination of the study (both in hard and soft copies).
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