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As per last meeting held on 9 Dec 2019 previous key points were discussed and meeting was

proceed further.
As per chairperson suggested standard operative procedures (SOP) were formed by member

secretary and were distributed in hard copies to all the IEC members. constituent department ol institute.

SOP was discussed in meeting and was suggested to follow the same.

Copies enclosed:
l. Slandered operative procedures for IEC
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Institutional Ethics Committee

Standard opeirting procedures (sop) Rerated to Institutionar Ethics committee

'' #'#t-; 
Reviewing' Distriburing and Amending standard .perating procedures

.' The Sop wrll be writtenty experts as per the guidelines of ICMR as and whenamended. The written copies wir L rlrt ro. .J"i"* to the scientiflc commiftee of theinstitution. After approval the aocument *itl L" oigitutfu.a and kept in file for officerecord The printed copies of Sop will te aistritutea to .*r, u"J .""ry ,,",,"n", ornewly formed Institutional Ethics committe"'"u..y ti... The Sops w r be amendedas and when required on the basis of issues faced i, du. 
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2. Constituting an Ethics Committee

Institutionar Ethics committee shar be constituted as per ICMR guiderines As per thelatest guidelines composition of Insitutioruiptt i.lt"J.iin"" of Sau shantadevi vepraksh patilayurved college and research institute is as una".-- 
---",''^'

Sann. Sjl'raxritadretvi Ved\pna,kasit'r Faitiil

Dr. il.{" tPatif
(:Prcsi{ett)

Dr. $[oniftsa fwtkami
(atbrcipat)

Address : Dr. Vedprakash Patil Educational Campus At. Hatta Tq. Basmat Dist. Hingoli - 431 705 Contact : Ph.024il-244257

web : wrwu,svpayurvedhatta.in i Email lD : svpayurvedhatta@gmail,com



Chalrperson

Secrctary

sa€retary
Affiliated

Cllnlcian
Non-affiliated

A well-respected Person from 3ny background wlth
prior exp€rlence of having served/serving ln,an EC

A well-respected person from any background with
prior experlence of having served/servinB in.an EC

A staff member of the lnstltution
Should have knowledge and experience ln cllnicsl

research and ethlcs,

Be motivated and have good communicatlon skills

A staff member of the instltutlon
Should have knowledge and experience in clinical

research and ethics,

Pharmacologist

An individual with recognized medical qualificatlon,

Medical person with qualifications in basic medlcal

sciences (1 each from Ayurveda and Allopathlc system

of medicine)
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an indivldual with recognlzed medical qualificatlon, 0l
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BasicdeBiee ln Lawirom a recognizid unlverslty, wlth ; 0l

'experience
An individual with socla l/behavio ura I science/ 0l
philosophy/ religious quallficatlon and trainlnE and/or

expertise and be sensitive to local cultural and moral 
)

values. i

Can be from an N6o involved in health-related
activitles Iactivitles __ - I
literate person who has not pursued a medlcal i 0l
sctence/ health related career in the last 5 years 

I

May be a r€presentative of the community and aware i

3. Confi dentiality Agreements

At the time of every meeting a written confidentiality statement shall be undertaken in relation
to the every topic of discussion from the present members of Institutional Ethics Committee

4. Conflict of Interest Agreements

A paper ofhaving conflict of interest shall be undertaken from those members if he or she has

any conflict of interest in the topic to be discussed in the meeting. Such members shall remain absent
while taking any decision related to that specific topic,

5. Training Personnel and EC Members

All the members of Institutional Ethics Committee shall have to go tkough training from the
Competent Authority from Govemment as and when specified organized by the authority in case any
member has not taken training. At the time of appointment as a member of IEC, an undertaking
regarding the willingaess oftraining shall be taken from those members who have not taken the training
from govemment authority.

phllosopher/
ethicist^heolotlan
Non-affiliated

Sr. No.

Chalrperson

Lay person
Non-affiliated
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6. Categorization of Submitted Protocols for Ethics Review

The orincioal investisator (PI) shall have to submit his/her new or amended research protocol to the

htemry'of tEC thr-ough head of the institution or Director Ayurved Sanshodhan Vibhag in two hard

application from specified in Annexure. Submitted protocols shall be noted in inward register

submitted by Principal Investigator shall be categorized as under-

Review ofNew Research Protocols - This category consists ofall new clinical study

b) Expedited Review ofResearch Protocols -
This category consists ofall clinical research protocols for renewal of IEC approval within one year.

Corrected and amended protocols after suggestions from IEC in its previous meeting.

c) Exemption from Ethics Review ofResearch Protocols

This category consists ofresearch proposals of retrospective nature

Preclinical study protocols

Laboratory experimental research protocols

?. Agenda Preparation, Meeting Procedures and Minutes

The principal investigator (PI) shall have to submit his,/her new or amended research protocol to the

member secretary of IEC through head of the institution or Director Ayurved Sanshodhan Vibhag in two hard

copies along with application from specified in Annexure.
Submitted protocols shall be noted in inward register of IEC office and sorting shall be done on the basis of
nature ofthe protocol.
The list ofreceived protocols along with one hard copy shall be send to the Chair person of IEC for deciding
the date of IEC meeting.

The date of IEC meeting shall be communicated to the principal investigator (PI) within 8 working days from
the date of submission of research protocol.

PI ofnew research protocol shall present his/her research topic physically using PPT a stipulated
time before IEC in a meeting for ethical clearance. There shall no need ofPPT presentation for the category of
Expedited Review protocols.
After every presentation there shall have a discussion regarding the ethical issues related to concemed topic.
The remarks of IEC shall be recorded in minutes.

The decision shall be communicated in witing in a specified format (Annexure) within 3

working days to the Pl The approval of IEC shall be valid for 6 months.
PI shall submit one hard copy ofFinal Study Report after completion of the research project.

8. Review of Resubmitted Protocols

Procedure ofpoint no 7 shall be applicable to review of resubmitted new protocols.

9. Review of Protocol Amendments

The procedure shall be applicable to the amended protocols depending upon their classification on the
basis of risk factor.



10. Continuing Review of Protocols

long term research protocols shall be reviewed once in a year. The same procedures for ethical
applicable as in point no 9, but in such cases the PI shall have to submit annual progress

proj ect.

Reports

ofresearch prqects are placed in Expedited Review category, there shall have no need of
remarks of Member secretary and Chair person shall be noted on the report

12. Review of Serious Adverse Events (SAE) Reports

SAE reports received from the PI shall be reviewed by Chair person an decision ofkeeping the issue on
agenda before IEC meeting shall be factor of SAE.

13. Management of Premature Termination, Suspension, and Discontinuity

Considering the documents received from PI the Chair person shall deci on the conduction ofresearch project.

14. Site Monitoring Visits

The monitoring visits shall be ananged once in year for long term researc The decision ofvisiting the site shall
be taken by Chair person depending research protocol in relation with the projects other than long term researc

15. Dealing with Participants' Requests and Complaints

The requests and complaints received from the participants shall be put befDepending upon the risk factor and
seriousness the issue shall be dis meeting

The decision shall be communicated to PI and the concemed participant in working days from the meeting

16. Emergency Meetings

An emergency meetings shall be arranged on the serious issues obtained as and when. An emergency meeting
shall be arranged within three working days on digital intimation and the hardcopies ofsuch communication
shall be preserved in the office file.

The decision shall be communicated to the Pl and concemed in written within two working days from the
meetrng.

17. Communication Records

The communication record shall be preserved in hard copy at the office of IEC in the college building.

The record shall be preserved for five years after completion ofthe clinical study.

18. Maintenance of Active Study Files

Files ofthe active study shall be maintained by a clerk fully or partly dedicated for IEC under the supervision
of member secretary if IEC till the completion of clinical study



of Documents

archived and retrieved on request ofthe participant, authority for regar purpose only.

bval of documents shall be limited up to 5 years back. The documents shall be archived
15 working days from the receipt of

request. charges for archive and retrieval shall be borne by the concemed plllnstitution

20. Maintaining Confidentiality of EC's Documents

For the maintenance of confidentiality the document handling powers ofthe active study shall be
restricted to The chairman, member secretary and concemed cterk oiIrC. The document handling powers ofcompleted study shall be restricted to The mimber secretary of IEC only

21. Reviewing Proposals involving Vulnerable populations

^ - IT case of reviewing proposals involving vulnerable population the informed consent must be obtainedfrom the legal representative ofthe participant Ii this regard ihi pI shall submit three monthly progress reportto IEC

22. Review and Inspection of the EC

. The review and inspections from Govemment and Legal authority shall be faced by The chairman andmember secretary of IEC as and when required. All the mem6ers of mc snat ue present io. tt e review andinspection of Goverment and legal authority

23, Audio Visual Recording ofthe Informed Consent process

.. . -Aud-'o 
Visual recording of.fhe Ir{orm9d Consent process shall not be mandatory for cache and everyclinical study Audio Visual recording ofthe informed consent process may be applicable on the request ofpl

or the Govemment or Legal authority.
The digital data ofthe same shall be preserved in the separate hard disk secured with password

t,'J:?f#H"ffi*i



Shri Dhaneshwari Manav Vikas Mandal's

Saru,. Siliramtadrevi V,edp:rakaslh Partiil
Ayurved Coillege & Res.earch ltnstitute

(Recognised by Ayush Ministry-New Delhi, Govt. of
Maharashtra & Affiliated by Maharashtra University of Health Sciences, Nashik)

Institutional Ethical Committee
Members
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Sr.No. Name of membe r tio n Role in committee
I Dr. Rarnesh Ingale Principal collcge of Pharntacy (B.Pharm) Irathrr

Dist: Parbhani

Chairperson

) Dr.Dhananiay N. kahalekar Protbssor and llOI) Dept Kayachiitsa Secretary
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.l Adv.Yogesh Agrawal Advocate Lesal Advisor

5 Sharika Siddiqui Social worker Social worker

6 Ilanr Kale Layman
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Sr.No. Name of membcr Designation Role in committec

Dr. Deepali Agrarval Prolessor Dept Rognidan Member
1 Dr.Sagar Magar Associate professor Dept Panchakarma Member

J DrJgg-csh MaCgulr,,ar Assistant Professor Dept RSBK Member

4 Dr Ash ish Zanwar Assistant Professor Dept Kayachikitsa Member

5 Dr Rupali patil Assistant Professor Dept Sharirkriya Mernbcr
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ffi of2
PRINCIPAL

S.S.V.P. Ayudrd CorGlc I R.1.'-{atta.To.Bram,lfi Dk.Hlnqo

Dr.,/.t1" lPotil
(lPrcsilett)

Dr. il[anifuao rwtkami
(lbincipa[)

Address : Dr. Vedprakash Patil Educational Campus At. Hafta Tq. Basmat Dist. Hingoli . 431 705 Contact : ph.02454-244257



iffil

Shri Dhaneshwari Manav Vikas Mandal's

Sau. Shantad,evi V'edp:raka'sh Patil
Aytrrved Corli,lege & Re,sre,a.rcrln llns,titute

(Recognised by Ayush Ministry-New Delhi, Govt. of
Maharashtra & Affiliated by Maharashtra University of Health Sciences, Nashik)

Copy to:

Dr. Ramesh lnsale

Dr.Dhananlay N. Kahalekar ffi
Mr. Umesh Jadhav r\A*,"L; *4

o-l ,.^\'
dlnl!}su\

Adv.Yoscsh Agrarval

Sharika Siddiqui

Dr.Deepali Agrawal

Dr.Sagar Magar .@;
Dr.Yogesh Madgulwar 4oJe*t'
Dr Ashish Zanwar .W
Dr Rupali patil #Y',
Dr.Deshmukh P.S &;E@

( Dr.Manikrao.H.Kulkarni )

Princ ipa I

PRINGIPAL
S.S.V.P. AyulYed Con ga& tu.
r.l3na.Tq.8r8mrltr Dlgt.Hlmo

lDr. il.K eotif
(lPresilctt)

Dr.fiv{onifrso fvtLomi
@incipat)

Address : Dr. Vedprakash Patil Educational Campus At. Hatta Tq. Basmat Dist. Hingoli - 431 705 Contact : Ph.024!A-244257

web : www.svpayurvedhatta.in i Email lD : svpayurvedhatta@gmail.com



Shri Dhaneshwari Manav Vikas Mandal,s

Ay'urved Corllege & Res.earch
(Recognised by Ayush Ministry-New Delhi, Govt. ofm"n"t""tttt" a emtiit"a uv li"rr"i""r,ir" rini'r".liiv1i x""rth sciences, Nashik)

ih Patil
lns,titu:te

Institutional Ethical Committee

Date:10D8C2023

V-enue : CoNFERENCE *LI]H +,^,3,..
HATTA

As per discussionin made in college council meeting for new formation of IEC as soon aspossible for approving research potocor, ;f?;;ffi;;. A. per ICMR guidelines IEC was made andwill be functioning from today onwards.

,:fJT;ffi::H,?TI'***ry and members were selecred in and out ofrhe institute as per
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Points discussed in IEC meeting held.

I 3::::;1911:3:::::1" prorocors through the facurty members.
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Sou Shantadevi Vedprakash Patil Ayurved College &
Research Institute, Hatta.Tq.Basmat,Dist.Hingoli

Institutional Ethical Committee

Date: 1AUG2023
Time: 1 1.00 am

Venue: CONFERENCE HALL, SSVPAC, HATTA

With the permission of chairmen of IEC meeting were started with IEC members, previous key
points and today's agenda of meeting were discussed and proceeded to forward

o Total number ofresearch protocol revised and were listed as per categories
o Date of this meeting was inform to principal investigators 8 days prior
o Through PowerPoint presentation research protocols were presented in front of IEC by PI
. cosequessences and positive outcomes of research protocol were discussed
o Total 1 protocol was resived after last meeting held and research protocol was approved by

IEC.

Titles approved by IEC

1. Name of pi - dr vijay maske (pi)

Name to title of sfudy - a randomized controlled open label clinical trial of asparagus racemosus
(shtavari), abultion indicum(atibala) in patients with sandhigata vata (ianu sandhigata) w.i.r.t.,
osteoarthritis of knee joint.
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As per discussion made in college council meetrng for formation of IEC as soon as possible forapproving research protocols of the instituie es per tcNm"guidelines IEC was made and will befunctioning fiom today onwards. r --' -- o

IEC chairperson' munber secretary and members were selected in and out of the iustihrte as per norms.They are as follows.

Institutional Ethical Committee

Date: 9 DEC 2019

venue: coNFERE*.u rorl]Tlr3#.Hnrro

Members
Sr,No. Neme of member rlaoi---ri^- Role in com mittee
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Points discussed in IEC meeting held.o Encouraging for researJ protocols through the faculty members.o Encouraging students fo. Ensrrrin o .,,^-Lj-., ^s .rr 
student teacher research p.oiocol.
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Sou Shantadevi Vedprakash patil
Ayurved College & Research Institute

Hatta

Date: I1AUG 2022
Time: I 1.00 am

Venue: CONFERENCE HALL, SSVPAC. HATTA

with the permission of chairmen of IEC meeting were started with IEC members, previous keypoints and today's agenda olmeeting were discussed an"d proceeded to forward. Total number ofresearch protocol revised and were listed as per categories. Date ofthis meeting was inform to principal investigators g jays prio'ro Through PowerPoint presentation rescarch protocols wcre presented in liont of IFlc bv pl. cosequessences and positive outcomes of researcl.r protocol werc discussed. Total 3 protocols were received and I were sclectcd and approved by IEC.

Titles approved by IEC

I . Name of PI - DR Nagola Ajay Virswami

. - ._.-I1,9. Title olstudy _ IN VITRO ASSESEMENT oF SHILA SINDUR RAS AND IT'SANTIPROLIFERATIVE ACTION ON BREAST CANCER CELI- LINES.
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Sou Shantadevi VedPrakash Patil
Ayurved College & Research Institute

Hatta

Date: 3 Dec 2020
Time: I 1.00 am

Venue: CONFERENCE HALL. SSVPAC, HATI'A

As per last meeting held on 9 Dec 2019 previous key points were discussed and meeting was

proceed further.
As per chairperson suggested standard operative procedures (SOP) were formed by member

secretary and were distributed in hard copies to all the IEC members. constituent department ol institute.

SOP was discussed in meeting and was suggested to follow the same.

Copies enclosed:
l. Slandered operative procedures for IEC
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Sou Shantadevi Vedprakash Patil Ayurved College &
Research Institute, Hatta.Tq.Basmat,Dist.Hingoli

Institutional Ethical Committee

Date: 3 AUG2021
Time: I 1.00 am

Venue: CONFERENCE IIALL, SSVPAC, HATTA

With the permission of chairmen of IEC meeting were started with IEC members, previous key
points and today's agenda of meeting were discussed and proceeded to forwardo Total number of research protocol revised and were listed as per catagarieso Date of this meeting was inform to principal investigators g days prior

o Through power point presentation research protocols were presented in front of IEC by pI
o ADR and adverse effects of research protocol were discussed and conected by memberso Total 3 protocols were resived after last meeting held out of which I research protocol was

approved by IEC and remaining were send for corrections

TITLES APRROVED BY IEC

Name Of Principal Investigator- Dr Deepali Agrawal

Name of ritle - Rote of sphatik Bhasma As Haemostatic Drug In The Management of
Raktapradar W.S.T.Heary Mentrual Bleetling
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Institutional Ethical Committee

Date: 17 March 2020

Due to Pandemic exposure of COVID - 19 IEC meeting was
not held.
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