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File No. EC/19/000196 

Government of India 

Directorate General of Health Services 

Central Drugs Standard Control Organization 

(Ethics Committee Registration Division) 

 

FDA Bhawan, Kotla Road, 

New Delhi - 110002, India 

Dated: 16-Sep-2019 

 

To 

 
The Chairman 

Institutional Ethics Committee BVDU 

Bharati Hospital and Research Centre 

Bharati Hospital, Pune - Satara Road Dhankawadi 

PUNE Pune Maharashtra - 411043 India 
 

Subject: Ethics Committee Re-Registration No. ECR/313/Inst/MH/2013/RR-19 issued under New Drugs and 

Clinical Trials Rules, 2019. 

 
Sir/Madam, 

 
Please refer to your application no. EC/RENEW/INST/2019/3304 dated 04-May-2019 submitted to this 

Directorate for the Re-Registration of Ethics Committee. 

 
Please find enclosed registration of the Ethics Committee in Form CT-02 vide Registration No. 

ECR/313/Inst/MH/2013/RR-19. The  said  registration is  subject to  the  conditions as  mentioned below:- 

 

Yours faithfully 
 
 
 
 

Digitally signed by V G SOMANI 

DN: c=IN, o=CENTRAL DRUGS STANDARD 

CONTROL ORGANIZATION. .,  

2.5.4.20=111d9c06dbcb941e6f5d9fed4ce 

a2e84142a222ecae4ab15112cbee65202ff 

8f, ou=DGHS,CID - 6445798, 

postalCode=110002, st=Delhi, cn=V G 

SOMANI 

Date: 2019.09.16 15:51:55 +05'30' 

 

(Dr. V.G. Somani) 

Drugs Controller General (I) & 

Central Licensing Authority 
 

Conditions of Registration 

1. The registration is valid from 08-May-2019 to 07-May-2024, unless suspended or cancelled by the Central 

Licencing Authority. 

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

 
3. Composition of the said Ethics Committee is as per the Annexure. 

 
4. No clinical trial or bioavailability or bioequivalence protocol and related documents shall be reviewed by an 

Ethics Committee in meeting unless at least five of its members as detailed below are present in the meeting, 

namely:- 

(i) medical scientist (preferably a pharmacologist); 

(ii) clinician; 

(iii) legal expert; 

(iv) social scientist or representative of non-governmental voluntary agency or philosopher or ethicist or 

theologian or a similar person; 

(v) lay person. 

 
5. The Ethics Committee shall have a minimum of seven and maximum of fifteen members from medical, 

SOMANI 
V G 
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non-medical, scientific and non-scientific areas with at least, 

(i) one lay person; 

(ii) one woman member; 

(iii) one legal expert; 

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

governmental voluntary agency or philosopher or ethicist or theologian. 

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

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

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

organization. 

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

institute or organization in which such committee is constituted. 

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

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

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

required. 

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

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

safety and well-being of the trial subjects. 

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

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

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

 
12. As far as possible, based on the requirement of research area such as HIV, Genetic disorder, etc., specific 

patient group may also be represented in the Ethics Committee. 

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

experts shall not have voting rights, if any 

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

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

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

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

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

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

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

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

inwriting to the Central Licencing Authority within thirty working days. 

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

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

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

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

Practices Guidelines and other applicable regulations. 

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

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

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

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

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

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

radius of 50 kms of the clinical trial site. 

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

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

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

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

bioequivalence study centre. 

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

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

Licencing Authority. 

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

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

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

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

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

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

VI, New Drugs and Clinical Trials Rules, 2019. 

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

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

above. 

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

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

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

Licencing Authority. 

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

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

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

trial subject or bioavailability or bioequivalence study subject. 

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

trial. 

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

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

five years after completion of such clinical trial. 

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

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

study. 

 
29. SOP’s for funding of the Ethics committee in order to support their operations must be maintained. The 

records of income & expenditure of Ethics Committee shall be maintained for review and inspection. 

 
30. The Chairman of Ethics Committee shall enter into MOU with head of institution, that necessary support and 

facilities and independence will be provided to Ethics Committee and their records will be maintained. 

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

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

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

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

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

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

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

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

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

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

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



Government of India
Ministry of Health & Family Welfare

Department of Health Research

2nd Floor, IRCS Building,
New Delhi - 110001
Dated : 27-Jul-2020

Provisional Certificate

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

File No. - EC/NEW/INST/2020/656

Subject:

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

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

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

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

Contact No: 020-24373226 ,238
Fax : 020-24372175

Name : Institutional Ethics Committee,Bharati Vidyapeeth Deemed To be
University Medical College, Pune Satara Road ,Dhankawadi,Pune  411043.

Address : Bharati Vidyapeeth Deemed To be University Medical College, Pune,
Bharati Vidyapeeth (DTU) Medical College,  PUNE, Pune, Maharashtra -
411043

(Anu Nagar)
Joint Secretary

Department of Health Research
Designated Authority

ANU 
NAGAR

Digitally signed 
by ANU NAGAR 
Date: 2020.07.27 
12:03:09 +05'30'
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Introduction:  

 

The Scientific Review Committee (SRC) plays a vital role in protocol review to ensure that 

clinical trials are scientifically sound and that approved trials maintain patient accrual goals 

and scientific progress.  

The Scientific Review Committee (SRC) ensures that the scientific question being asked 

within a protocol is relevant and that the design of the protocol is appropriate to answer that 

question. 

 

Authority under which SRC is constituted: 

 

Bharati Vidyapeeth (Deemed to be University) Medical College, Pune constituted the 

Scientific Review Committee at Bharati Vidyapeeth (Deemed to be University) Medical 

College Hospital and Research Centre. The Committee will ensure that the research projects 

are scientifically relevant, use appropriate methodology and address safety concerns 

appropriately.  

 

   Preparation and Revision of SOP: 

 

        The SOP for the Scientific Review Committee at Bharati Vidyapeeth (Deemed to be 

University) Medical College, Pune, is prepared by Member secretary & 1-2 SRC members. 

The SOP draft is reviewed by all the SRC members, approved & signed by the Chairperson.  

The SOP is valid for period of three years from the effective date or till the next amendment, 

whichever is earlier. The SOP version will be updated every three yearly and amendment will 

be done for any interim revision/s. 

 

   Purpose:  

 

The purpose of this SOP is to contribute to the effective functioning of the Scientific Review 

Committee at Bharati Vidyapeeth (Deemed to be University) Medical College, Pune so that a 

competent and consistent scientific review mechanism, in an objective manner, is put in 

place for all health and biomedical research proposals dealt by the committee in accordance 

with National regulations, New Drugs and Clinical Trials Rules 2019 G.S.R. 227 (E), 

CDSCO guidelines and Good Clinical Practices, International Conference/ Council on 

Harmonization (ICH) Harmonized Tripartite Guidelines for Good Clinical Practices, 

National Ethical Guidelines for Biomedical and Health Research Involving Human 

Participants, National Ethical Guidelines for Biomedical Research Involving Children 2017, 

National Guidelines for Ethics committee reviewing Biomedical and Health Research -
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During Covid-19 Pandemic – ICMR April 2020, and Newer rules & regulations/ GSR as 

applicable. 

 

1. Composition of SRC: 

 

i. Membership: 

 

The Principal of Bharati Vidyapeeth (Deemed to be University) Medical College shall 

appoint the Chairperson, Member Secretary and the members for the Scientific Review 

Committee, BVDUMC, Pune. 

The Professors and Associate Professors of various faculties of Bharati Vidyapeeth (Deemed 

to be University) Medical College, Pune would be appointed on the committee. 

 

There will be 9 members in the committee. The list of the members is attached as an 

Annexure I. 

 

ii. Tenure of Member: 

 

The tenure of the membership will be 2 years. Each member can have a membership of 

maximum two tenures. 

All SRC members are responsible for understanding definition of conflict of interest (COI) 

and for self-identifying and disclosing these. The Chairperson would need to ensure that COI 

are identified, declared and managed by all members during initial and continuing review of 

research studies. All members shall have to sign the ‘COI and Confidentiality Agreement’. 

 

iii. Replacement, Resignation and Removal Procedure: 

 

 If a member completes his or her tenure, the member secretary will inform and request 

the Principal to appoint a new member in his or her place. 

 If a member does not wish to continue, he/she should give in writing to secretary 

regarding the same.  

 If a member does not wish to continue and opts to leave before the completion of his or 

her tenure, the member secretary will inform and request the Principal to appoint a new 

member his or her place. 
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2. Functions of SRC: 

 

 Chairperson shall head the committee; preside over its meeting and conduct the meeting 

according to Good Clinical Practice (GCP). If he/she is unable to attend the meeting, 

he/she will nominate an SRC member to preside over the meeting and conduct it. In case 

of long absence of the chairperson, the Chairperson in consultation with member 

secretary will nominate another member for performing his/her functions during his 

absence. The Acting Chairperson will have all the powers of the Chairperson for that 

meeting.  

 The previous Chairperson will continue till the appointment of new Chairperson. 

 Member Secretary shall be responsible for administrative work of the committee.  

 Minimum quorum of five is required for conducting a meeting. All the members shall 

have equal voting rights. The research projects will be approved by open voting system.  

 

More than 50% votes are required to approve the project. In case of even number of votes 

with a tie, the chairperson will have decisive vote to take the decision. 

 

3. Submission of Research Proposal: 

 

The research proposal for approval by the committee shall be submitted to the Secretariat 

Office at the following address:    

 

Scientific Review Committee Office: 

4
th

 floor, Bharati Hospital & Research Centre  

Pune-Satara Road, Dhankawadi 

Pune-411043 

Phone No- 020 40555555, Ext 2265 

 

Eight copies of the dossier containing following documents should be submitted to SRC for 

scientific review: 

 

a. Covering letter addressed to the SRC Chairperson 

 

b. Study Protocol - should include the following points (as applicable):  

i. Study title 

ii. Study Objectives – Primary & Secondary 

iii. Study Endpoints– Primary & Secondary 

iv. Study Rationale 
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v. Investigational product, Comparator product & Indication  

vi. Study population 

vii. Duration of the study 

viii. Number of Centres 

ix. Study design 

x. Inclusion Criteria 

xi. Exclusion Criteria 

xii. Methodology 

xiii. Consort Chart 

xiv. Statistical Analysis 

c. Case Report Form 

d. Investigator’s Brochure (if applicable) 

e. Principal Investigator’s Curriculum Vitae  

f. Study Proforma (if applicable) 

 

4. Processing of Proposals: 

  

Member Secretary/secretariat shall circulate hard & /or soft copies of the research proposals 

to the members so as to reach them at least two weeks before the proposed date of the SRC 

meeting. If a proposal requires urgent review, the documents may be sent few days prior to 

meeting. 

 

5. Review meeting:  

 

i. Member Secretary shall convene a meeting of the committee in consultation with the 

Chairperson every 2-3 monthly or after receiving 2 (two) proposals. If more than two 

proposals are received, next meeting can be convened after 2 weeks. 

 

ii. If a proposal requires urgent review a special meeting may be convened in consultation 

with the chairperson where justified. 

 

iii. Member Secretary shall inform date, day, time and venue of the meeting to all the 

members and the Principal Investigator (PI), whose proposal is being discussed and 

request him/her to be available for presentation of project. 

 

If the PI is not able attend the meeting, he/she should depute the authorized person / Co-

Investigator for the same with advance intimation. 
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iv. SRC shall discuss the study in detail with special attention to scientific contents of the 

study.  

 

v. Required quorum of minimum 5 members should be present for the meeting.   

 

vi. A member will not participate in the deliberations of the project in which she / he has a 

Conflict Of Interest (COI). 

 

vii. The Chairperson is the concluding authority in SRC voting or final decisions, he/she will 

sign the minutes of SRC meeting. The SRC will issue the letter to the PI with its final 

recommendation as (1) Approval, (2) Conditional Approval subject to clarifications/ 

acceptable revision, or (3) Rejection. Recommendations will be based on consensus. The 

letters to respective PI shall be signed and issued by the Member Secretary. In case 

secretary is part of PI’s team, the letters shall be issued by the Chairperson.   

 

viii. If some clarifications from PI are required, then PI will send clarifications to the         

Chairperson. The Chairperson will go through that and will take the decision of approval 

or discuss it in next meeting. If required, Chairperson can appoint subcommittee of 2 - 3 

members and the decision will be taken by this subcommittee. 

 

ix. The decision of each proposal shall be documented and communicated to the PI in writing 

within 10 working days after the meeting. 

 

x. Member Secretary shall maintain the attendance log of each meeting. 

 

xi. Once the proposal is approved by the SRC, it can be forwarded to Institutional Ethics 

Committee for review and approval, further amendments of the study documents will be 

reviewed and approved by the IEC.  

 

xii. One copy of the project submitted to SRC will be archived and the extra copies of SRC 

submission will be destroyed after SRC meeting maintaining its confidentiality. 

 

All the dissents and rejection of proposals shall be recorded as part of minutes. 

 

6. Expert advisors 

 

Scientific Review Committee (SRC) shall appoint an expert advisor when felt necessary who 

may be invited to attend the meeting and advise the Committee on a subject related to his/ her 
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specialty and thus help committee in making decision. He/ she shall not vote on the proposal 

but his/her opinion will be recorded. The fact that an expert advisor was oppointed will be 

documented in the minutes & letter to the PI. 

 

7. Appeal on rejection 

 

If SRC rejects the proposal, the PI may appeal for the reconsideration within 12 weeks for a 

fresh review after providing the justifications of such consideration. 

 

8. Record keeping / Administration: 

 

The Member Secretary shall maintain the correspondence pertaining to the SRC. The office 

will maintain all the records pertaining to the functioning of the SRC such as: 

 

a. The current list of the SRC members and their CVs 

b. The current version of the SOP 

c. Meeting related documents for e.g. Minutes of Meeting (MOM), attendance etc. 

d. Correspondence between the SRC and the PI /study team and other relevant records will 

be retained for a minimum period of three years. 

 

9. Revision History:  

 

This SOP version 3.0 Amendment 01 Dated 11 Aug 2021 supersedes the previous version 3.0 

dated 14 Oct 2019 addendum 01 dated 03 Apr 2020.  

 

The amendments are as follows: 

i. The number of SRC members is changed from 8 to 9.   

ii. The tenure of SRC membership is changed from 3 years to 2 years 

iii. In the section, 2. Functions of SRC it is added that, ‘The previous Chairperson will 

continue till the appointment of new Chairperson’. 

iv. In the section, Purpose – New guidelines are added.  

 

This SOP is effective from 11 Aug 2021. Its duration is three years from the effective date or 

till the next amendment, whichever is earlier. 

 

The SOP of the SRC may be made available to any member from Bharati Vidyapeeth 

(Deemed To Be University) upon a written / oral request for the same to the SRC.  
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Annexure I 

 

Format for Scientific Review Committee member list 

 

 Sr. No. Name Affiliation Role in the SRC 
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ADDENDUM0lToSRcSoPVersion3.0-Dated14oct2019
Date: 03 APr 2020

This addendum is added to SRC SOP due to current covlD -19 pandemic situation in

Maharashtra and lndia. This addendum is intended to clarify regarding the procedure for

expedited review and approval of the projects submitted to SRC and also to conduct online/

web meeting.

SRC may be called for review of clinical trial proposal which requires expedited approval by

SRC. In such cases the documents may be circulated to members of Scientific Review

CommitteeandlECsimultaneous|y.ReviewandapprovalmaybeobtainedfromSRC
members by mail or through online/ web meeting'

Online/ Web meeting:

In enrergency situations like pandemics, disease outbreaks or disasters' lock-down etc' when

SRC rneeting irr person is not possible, online/ web meeting may be held to review the

projects. The documents of the meeting will be circulated via mail to all SRC members prior

to the meeting. Records of the meeting shall be maintained' The minutes of meeting will be

prepared on this basis. The decision regarding the projects discussed during the tneeting shall

be communicated to resPective Pl'

llcgl
Bbrr
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To.

Dr. Ruma Deshpande
Associate Professor
Department of Pediaics
Bharati Vi{-apeeth (Deemed to be Unireniq) Medical College,
Pune

Sub: Noniret*r of Dr- RrD Deshpande as a Member/ Member Secretary of Scientific Review
Comnittee

Dear Dr. D6hpand€.

I am pleased to inform 1ou thar r-ou hare been nominated as the Member/ Member Secretary of the
Scientific Reriex- Commiue of Bharati \-idlapeeth (Deemed to be University) Medical bollege,
R.m.

Yourttnure shall be for a period of three rears nith effect from Ma1, 2020 which may, be renerved.

As a member of Scientific Review Committee 1-ou n-ill revieu, all the research proposals that may be
Pu tp by the faculty and students of Bharati Vidy'apeeth @eemed to be Unive.iity) U.Oi.al College,
Pune.

It is expected that the Scientific Review committee meeting be held once in ever]'three months and
more freqently if required.

You are also expected to
CDSCO guidelines, GCP &

I hope that you will accept this responsibility. I request you to communicate your acceptance as soon
as possible.

With Regards,

follow the New Drugs and clinical Trials Rules 2019 G.s.R. 227 (E),
ICMR guidelines while reviewing the Research proposals.
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-. - ," Minutes of the 67tb SRC Meeting

The 67th meeting of Scientific Review Committee (SRC) Bharati Vidyapeeth (Deemed to Be
University) Medical College, Pune was held online on Thursday, l0 Dec 2020 at02.30 pm.

The members who attended the meetine were:

Dr. Shubha Nagpal (Chairperson)
Dr. Ruma Deshpande (Member Secretary)
Dr. Shivakumar Iyer
Dr. Jayshree Dawane
Dr. Narula Arvinder Pal Sinsh
Dr. Salil Barsode

Dr. Manjiri Datat and Dr. Mahadevan Kumar were unable to attend the meetins and had
intimated about the same.

Required quorum was present for the meeting.

Agenda for this meeting was as follows:

l. confrrmation of minutes of 66th SRC meeting held on26Nov 2020
2. Review of two new projects

o Dr. Ruma Deshpande read out the salient points from the minutes of the last i.e. 66d' SRC
meeting. Minutes of the 66th SRC meeting, held on 26 Nov 2020, were unanimously
approved by all the members.

I. Discussion on new projects:

I' Protocol Title: A validation study of Artificial Intelligence-based Software for prediction
of fetal distress

The above project was submitted by Dr. Girija Wagh, Principal Investigator, professor,
Department of Obstetrics and Gynaecology, Bharati Vidyapeeth (Deemed to be University)
Medical College and Hospital, pune

gY
PI, Dr. Girija wagh explained the study and made a power point piesentation.
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Discussion on the project:
The SRC reviewed and-discuss-ed the nroject thoroughly in the meeting.

a) Dr. Nagpal asked how much is the sample size and at how many centers this study will

be conducted.

- PI informed that the sample size is 2000 and study will be conducted at one centre i.e

Department of Gynecology and Obstretics, Bharati Hospital and Resear"n a""o:,,lll"

b) Dr. Nagpal asked whether entire data will collected at Pune Center only.

- PI informed that the entire data, collected will be sent to Bangalore centre.

c) Dr. Nagpal asked would you intervene according to the results of the study.

- PI informed that this is an observational study and only data will be captured. The

clinical intervention will continue as pel the departmental protocol.

d) Dr. Naglal asked whether consent of the patient witl be taken as the data will be shared?

- PI said yes, the consent of the patient will be taken.

e) Dr. Narula asked about the cost of equipment Daksh?

- PI informed that Daksh is an app and it is free of cost. It is already being used in

Government set uP.

f) Dr. Dawane asked how many deliveries per month occur in our hospital'

- PI informed that 110 to 150 deliveries occur in our hospital.

After reviewing all the study documents, Scientific Review Committee, Bharati Vidyapeeth

(Deemed To Be University) Medical College, Pune grants Approval for the conduct of the

above referred study, subject to final approval by 'Institutional Ethics Committee, BVDU'.

2. protocol Title: Efficacy and Safety of Ferric Carboxymaltose Injection in Iron deficiency

anemia in Pregnancy: A Prospective Observational Study'

Protocol No.: Protocol No.: FCM2020/01 Version 01 dated 1711012020

The above project was submitted by Dr. Girija Wagh, Principal Investigator, Professor,

Department of Obstetrics and Gynaecology, Bharati Vidyapeeth (Deemed to be University)

Medical College and HosPital, Pune

PI, Dr. Girija Wagh explained the study and made a power point presentation'

Discussion on the Project: 
arY

The SRC reviewed and discussed the project thoroughly in the meeting.

I
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a) Dr. Dawane asked about the hypersensitivity reaction due to Ferric Carboxymaltose
(FCM) injection and whether sensitivity test needs to be done.

- PI, Dr. Wbgh informed-ihat hlpersensitivity reaction is less due to FCM and sensitivity
test is not required.

b) Dr. Ruma asked in the protocol, it is mentioned that Hemoglobin levels will be done at

baseline, 4 weeks and 6 weeks. If it is low, then whether again repeat dose would be

given to the participant?
- PI informed that repeat dose will be given to the participant.

- Dr. Nagpal mentioned that in the protocol it is written that "The maximum single dose

should not exceed 1,000 mg iron in first week. If according to Ganzoni's formula
patient calculated dose would be more than 1000 mg then patient will be called on next

week on day 7 for rest of the dose. Maximum cumulative dose should not give more

than 1500mg". According to this repeat dose cannot be given.

- Dr. Barsode added that if Hemoglobin does not increase at 4 weeks, PI can wait for few

weeks and check Hemoglobinat 6 weeks.

- SRC asked if Hemoglobin is low at 6 weeks, then what would be the further course of
action.

c) Dr. Ruma said that in the protocol in the section, 11. Study Design, Procedure &
duration, it is mentioned that 'This is a prospective, non-interventional, post-marketing,

observational, investigator initiated study.....' She mentioned that it is an interventional

study not non-interventional one.

- PI agreed with the same and said that she will do this change in the protocol.

d) Dr. Ruma said that Primary objective of the study is, 'To assess the efficacy of ferric

carboxymaltose (FCM) injection in moderate to severe iron deficiency anemia in

pregnancy'. She asked whether both moderate and severe iron deficiency anemia cases

will be included in the study.

- PI informed that only moderate iron deficiency anemia cases i.e. hemoglobin (Hb) level

more than 7 and less than 10 g/dl will be included in the study.

- Dr. Ruma mentioned that in the Protocol one of the inclusion criteria mentions as,

'Pregnant women with hemoglobin (Hb) level more than 6 and less than l0 g/dl'.

- PI informed that she will change in the protocol & make it 7.

e) Dr. Nagpal asked whether DCGI has given permission for the use of FCM in pregnancy

- PI informed that she will f,rnd out and inform SRC.

After reviewing all the study documents, Scientific Review Comp*ifiee, Bharati Vidyapeeth

(Deemed To Be University) Medical College, Pune grants Conditional Approval for the

above referred study.
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SRC seeks clarifications for the followins:

a) As per plotocol' Herfi'bglobilr-levels will be done at baseline, 4 weeks and, 6weeks. Ifit is low then what would be the further course of action.b) At the site' moderate iron deficiency anemia cases i.e. hemogrobin (Hb) level morethanT and less than 10 g/dl will be included in the study. But in the protocol one ofthe inclusion criteria mentions as, 'Pregnant women with hemoglobin (Hb) level morethan 6 and less than I0 g/d|,.
Please mal

c) rn the o-,:il,fi;Tl.ln:T,'.'r'1,'.ffi:::!1,, ,,o."oure & duration, it is mentionedthat 'This is a prospective, non-interu"ntrorrut,;;;;#t""r,' 
"or.*ational.,il:rr:ffi"i:** srudv""'' But this is an interventio'ar ltuav not non-

Please make necessary changes in the protocol.
d) Please clatify whether DCGihas given permission for the use of FCM in pregnancy.

3' Protocol ritle: An open-label observational study to evaluate the success rate of naturalmicronized progesterone for the prevention of pregnancy induced hypertension

PI' Dr' Girija wagh informed that the above referred project was submitted for SRc reviewand approvar but this project is cancelled, so she did not pr"s"rrt this project.

Meeting ended with vote of thanks.

ChairPerson
Sciontif ie Revle'e; fl cnnrnittee

BharatiVidyapeeth University filodie al e otlogo

Dr. Shubha

Chairwffi
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