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for research.

Minutes of the meetings of the committees with
reference to code of ethics



P.D.E.A’s,

College of Ayurved & Research Centre, Akurdi, Pune-44.

Institutional Ethics Committee

Report of Review & Minutes of 29" LE.C. Meeting

Total no of research projects reviewed on the 29" [EC meeting on 21-23

Feb 2019 were 48.

1. Review of new MD synopsis Projects for approval-

48 projects were new proposals for MD synopsis were to be reviewed and
approved. All projects were reviewed according to review format mentioned in
the SOP. Suggestions were given to students regarding ethical aspect including
CRF and checked that there is no plagiarism in the protocol & then approved
after 2™ final presentations by IEC & forwarded to University approval.

As per mentioned in agenda 1 existing pharmacologist and 1 research expert
member and 1 Biotechnologist wants to discontinue so discussion about change
of 2 members was done in the meeting and forwarded to the principal for
further action.

1 Rasashastra departmental project to be submitted to MUHS entitled “Impact
study of regular sports activity on health sciences students to enhance their

academic performance” is presented for suggestions & approval.

Summary of the reviewed projects-

Year i Reviewed Type of Review Clinical | Non clinical/ Experiment —]
projects observational | al
2019 48 Initial review for 28 19 1+1
approval before
starting MD Synopsis.
project
2019 1 Rasashastra
departmental project
Total 48 +1 -49
reviewed

rojects




Valuable guidance was given by all members & suggested changes accordingly.
After LE.C. meeting concluding speech was given by Chairman Dr. Doiphodesir.Vote of

thanks was given by Dr. 1.S.Bhor.
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P.D.EA’s,

College of Ayurved & Research Centre, Akurdi, Pune-44.

Institutional Ethics Committee

Report of Review & Minutes of 30" L.E.C. Meeting

Total no of research projects reviewed on the 30™ IEC meeting on 20-22

June 2019 were 46

1. Review of new MD dissertation Projects for approval-

43 projects were proposals for MD dissertation were to be reviewed and
approved. All projects were reviewed according to review format mentioned in
the SOP. Suggestions were given to students regarding ethical aspect including
CRF and checked that there is no plagiarism in the protocol & then approved
after 2™ final presentations by IEC & forwarded to University approval.

As per mentioned in agenda 1 existing pharmacolegist and 1 research exrert
member and 1 Biotechnologist wants to discontinue so discussion about change
of 2 members was done in the meeting and forwarded to the principal for
further action.

3 departmental projects to be submitted to MUHS were presented for

suggestions & approval.

1 project of Panchakarma dept entitled “Comparative clinical study to evaluate
shaolahara activity of Agnikarma by using Tamra shalaka in Grudhrasee at two

different sites at Gulpha and Padakanishthikam”. :

1 project of Shalakyatantra dept entitled “Comparative clinical study
of Vasantkusumakara rasa with & without Shatavari Ghruta tarpana
in the management of Diabetic retinopathy”.

1 project of Streerog dept entitled “Exploratory clinical study to
evaluate the role of Shatapushpa Taila nasya in PCOS especially in

anovulatory cycle”.




o 2 dissertations were kept in hold for approval due to not satisfactory
work in the meeting and may be rejected if they failed to submit

necessary requirements.

e Summary of the reviewed projects-

Year Reviewed Type of Review Clinical | Non clinical/ | Experiment
projects Observational | al
/Analytical/
Literary
2019 43 Final review for 28 1% 3
o approval before
submitting MD
dissertation
2019 3 departmental projects
Total 43+3=46
reviewed
projects

» Valuable guidance was given by all members & suggested changes accordingly.
e After LE.C. meeting concluding speech was given by Chairman Dr. Doiphodesir.Vote of
thanks was given by Dr. 1.S.Bhor.

e Suggestions and approval of all IEC members-|
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P.D.EA’s,
College of Ayurved & Research Centre, Akurdi, Pune-44.

Institutional Ethics Committee

Report of Review & Minutes of 31* L.E.C. Meeting

Total no of MD 1+ year synopsis-64 and departmental research projects-
4 reviewed on the online 31st IEC meeting from 28/04/2020-
30/06/2020 were 68

1. Review of new 1+ MD synopsis Projects for approval-

e 64 projects were proposals for 1= MD synopsis were to be reviewed and
approved. 64 projects were reviewed according to review format mentioned in
the SOP. Suggestions were given to students regarding ethical aspect including
CRF and checked that there is no plagiarism in the protocol & then approved
after 2 final presentations by IEC & forwarded to University
approval.1Rasashastra departmental synopsis and 1 Shalakya departmental
synopsis were not forwarded by concern PG students so 2 synopsis were not
approved out of 64 students batch.

o 4 departmental research projects to be submitted to AYUSH & MUHS were
forwarded online for suggestions & approval from 28/04/2020 to 15/05/2020.

1) 1 project of Research, Shalyatantra & Rasashastra dept entitled “Clinical trial to
evaluate prophylactic action of Twakadi Herbal Tea in Police professionals working
in Covid 19 pandemic.”

2) 1 project of Kayachikitsa-Rognidan dept entitled “Randomized comparative
clinical trial to assess the efficacy of Pippali Rasayana and
Nagaradi Kashaya Ghana Vati as an adjuvant treatment with ICMR directed therapy
as a prophylaxis in Quarantined High Risk Patients suspected for Covid -19.”
This project is forwarded again with some changes in protocol with Title suggested by AYUSH
on 27/06/2020 through mail for suggestions and approval.

e 1 project of Research dept entitled “A comparative study of the
effect of Indian Classical Misic to reduce the development of SARS
CoV19."




3) 1 project of Rognidan,Kayachikitsa,Samhita dept entitled “Randomized
controlled clinical trial to assess the efficacy of Guduchyadi Avaleha as Prophylaxis
in Frontline Community Health Workers especially ASHA Workers working at
Covid-19 Red zone.”

e Summary of the reviewed projects-

Year Reviewed Type of Review Clinical | Non clinical/ | Experiment
projects Observational | al
/Analytical/
Literary
2020 64 Final review for 32 Total-25 /i
approval before Ob-19
submitting 1** MD Ana-4
Synopsis Lit-1
Survey-1
2019 i departmental projects 4
Total 64+4 =68 36 25 7
reviewed
projects

o Valuable guidance was given by all members & suggested changes accordingly through

mail and by phone call only in this pandemic.

e Suggestions and approval of all IEC members-| : 4};
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College of Ayurved & Research Centre, Akurdi; Pune-44.

Institutional Ethics Committee e

Report of Review & Minutes of 32" online L.E.C. Meeting

Total no of research projects reviewed on the 32™ IEC meeting from 17
August-28 October 2020 were 53.

1. Review of new MD dissertation Projects for approval-

e 49 projects were proposals for MD dissertation were to be reviewed and
approved by online circular meeting through mail due to COVID pandemic
situation. All projects were reviewed according to review format mentioned in
the SOP. Suggestions were given to students regarding ethical aspect including
CRF and checked that there is no blagiarism in the protocol & then approved
after 2" final presentations to HOD research department and by IEC &
forwarded to University approval.

e Amendments in sanctioned 2 AYUSH EMR COVID-19 research projects to be
submitted to AYUSH were sent online for suggestions & given approval after

telephonic discussion with IEC Chairman.

> 1 project of Research & Shalya dept entitled “Clinical trial to evaluate prophylactic
action of Twakadi Herbal Tea in Police professionals working in Covid 19
pandemic”.

Amendments done in this project for protocol change as per EMR suggestion and

IEC approval is given for version 1.2 protocol on 28/09/2020 and again IEC
approval given for change in Informed Consent document in version 1.2 protocol
on 10/10/2020.

> 1 project of Kayachikitsa & Rognidan dept entitled “Randomized comparative
clinical trial to assess the efficacy of PippaliRasayana and
NagaradiKashayaGhanaVati combination as an adjuvant treatment with ICMR
directed therapy in Covid-19 positive mildly symptomatic cases.”

Amendment done for change in title submitted in version 1 to ayush so protocol with changed
title is forwarded to IEC online and given approval on 28/09/2020 for version 1.2 and again this




protocol is submitted to IEC with additions in CRF and given approval by IEC on 06/11/2020 as
version 1.3 protocol and given approval to post covid-19 assessment proforma on 3/11/20.
e 18 dissertations in final MD batch (2017-2020 out of 67)were remaining in the

approval process as all the work is incomplete.

e 1% periodical progress review of 2 nd year MD students dissertation and

academic work was done from 15/10/2020 to 16/10/2020 by PG Director and

report submitted to IEC of total appeared 48 students.

e Summary of the reviewed projects-

Year Reviewed Type of Review Clinical | Non clinical/ | Experiment
projects Observational | al
/Analytical/
Literary
2020 49 Final review for 24 21+ 3
approval before
submitting MD
dissertation
2020 2+2 Ayush EMR projects 2+
Total 49 +4 -53
reviewed
projects

Member Sﬂcrenary\{c(

e Valuable guidance was given by all members & suggested changes accordingly.

e After LE.C. meeting concluding speech was given by Chalrman Dr. Doiphodesir.Vote of

thanks was given by Dr. 1.S.Bhor.

e Suggestions and approval of all IEC members-
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P.D.E.A’s,

College of Ayurved & Research Centre, Akurdi, Pune-44.

Institutional Ethics Committee

Report of Review & Minutes of 33 LE.C. Meeting

Total no of MD 1% year synopsis presented in 33" IEC meeting from

15/07/2021-17/07/2021 were 59.

1. Review of new 1% MD synopsis Projects for approval-

59 admitted for PG 1% year and 59 projects proposals received and reviewed
according to review format mentioned in the SOP. Suggestions were given to
students regarding ethical aspect including CRF and checked that there is no
plagiarism in the protocol & then approved after 2™ final presentations by IEC &
forwarded to University approval.

2 departmental google survey forms were presented for suggestions & approval
on 15/07/21 (Panchakarma) and on 16/07/21 (Balaroga).

1 existing 1 Biotechnologist was absent or not responding for continuous 3 IEC
meetings so discussion about the replacement of one member was done in the
meeting and forwarded to the principal for further action.

2" periodical progress review of final year MD students dissertation and
academic work was done from 27/06/2021 to 28/106/2021 by PG Director and

report submitted to IEC of total appeared 48 students.
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e Summary of the reviewed projects-

Year Reviewed Type of Review Clinical | Non clinical/ | Experiment
projects Observational | al
/Analytical/
Literary
2021 59 Final review for 28 31 -
approval before 25-
submitting 1** MD observational
synopsis 5- analytical
1-Litarary
( 2018-19 Periodical 2™ progress
admitted PG review of final year MD
. batch | students
( 2021 2 Panchakarma & Balrog
( departmental google
survey form proforma
approval
Total 59 +2-61
reviewed
projects
e Valuable guidance was given by all members & suggested changes accordingly through
mail and by phone call only in this pandemic.
e Suggestions and approval of all IEC members-|
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College of Ayurved & Resg_arch Centre, Akurdi, Pune-44,

Partial Report of Review & Minutes of 34" LE.C. Meeting
Total no of MD FINAL dissertation presented in 34" [EC meeting from

1. Review of new Final MD dissertation Projects for approval-

® 43 projects proposals of final MD dissertations received for approval and

reviewed acco

given to students regarding ethical aspect including CRF and checked that there
is no plagiarism in the protocol & then approved after 2™ final presentations by

IEC & forwarded to University approval,

* Summary of the reviewed projects-

PDEAYS, :

Institutional Ethics Committee

21/09/2021-22/09/2021 were 43

rding to review format mentioned in the SOP. Suggestions were

Year Reviewed | Type of Review Clinical | Non clinical/ Experime |
projects Observational/A | ntal

nalytical/
Literary

2021 43 Final completed 23 Total-10 -

-~ | dissertations review observational
( 2% ) for approval before 5- analytical-5
submitting to muhs

Total 43

reviewed |

projects |

* Valuable guidance was given by all members & suggested changes accordingly
e Suggestions and approval of all IEC members-
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P.D.EA’s,
College of Ayurved & Research Centre, Akurdi, Pune-44.

Institutional Ethics Committee

Report of Review & Minutes of 35" L.E.C. Meeting

Total no of MD Final year dissertation presented in 35" [EC meeting
from 04/07/2022,20/07/2022,21/07/2022 & 17/08/2022 were 44.

1. Review of new Final MD dissertations Projects for approval-

Out of 64 admitted PG final year 44 projects proposals received and reviewed

according to review format mentioned in the SOP. Suggestions were given to

students regarding ethical & research aspect including CRF and checked that

there is no plagiarism in the dissertation & then approved after 2™ final

presentations by IEC & forwarded to university approval.

2" periodica! progress review of final vear MD student’s dissertation and

academic work was done from 09/06/2022 to 11/06/2022 by PG Director and

report submitted to IEC of total appeared 32 students.

e Summary of the reviewed projects-

; Year Reviewed Type of Review Clinical | Non clinical/ Experimont
| projects Observational | al f
/Analytical/ ?
| Literary l
2022 44 Finai review for 27 observational | 2
approval before Final - 12,cross
MD dissertation sectional-2 _
, submission 1-1 itarary r
| - Total- 1§ L e
2019-20 32 Periodical 2" progress |
admitted PG review of final year MD {
batch students i
Total 76
reviewed
projects Sy




Valuable guidance was given by all members & suggested changes accordingly through
mail and by phone call only in this pandemic,

* Suggestions and approval of all IEC members-
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" P.D.E.A’s, -
College of Ayurved & Research Centre, Akurdi, Pune-44.

Institutional Ethics Committee
2astitutional ¥.inics Committee

Report of Review & Minutes of 36™LE.C. Meeting -

Total no of MD 1* year synopsis presented in 36" IEC meeting from

19/09/2022-21/09/2022 were 67.

1. Review of new 1°* MID synopsis Projects for approval--
® 67admitted for PG 1* year and 67 projects proposals received and reviewed
'according to review format mentionlad-in the SOP. Suggestions were given to
students regarding ethical aspect including CRF and checked that there is no
plagiarism in the protocol & then.approved after 2™ final presentations by IEC &

forwarded to University approval.

® Summary of the revi‘ewed projects-

Year Reviewed Type of Review Clinical | Non clinical/ Experiment
projects ' Observational | al
: /Analytical/
Literary :
2022 67 Initial review for 30 39- 7
approval before 28-
submitting1*MD : observational
synopsis :
% 2-Survey
Total 67
reviewed
rojects

e Valuable guidance was given physically by all members &l suggested changes

accordingly through mail by two members,




.

e After the corrected Suggestions approval is given by all IEC members- .
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02/02/2022

To,
The Principal,
CARC, Nigdi

Pune.

Subject- IEC-II Meeting -1, report and remuneration regarding,

Report by- Dr. Yogita Jamdade, IEC I Secretary, CARC, Nigdi, Pune

Respected Madam,

As per the subject cited above | hereby submit the report of 1** IEC meeting of Ph.D.
synopsis.With your due permission and guidance conducted IEC-II first online meeting on 22
&24,25™ January 2022 chaired by Dr. Supriya Bhalerao Madam.33 Ph. D. scholars have
presented their Synopsis. Synopsis presentation of 5Ph.D. scholars who didn't; require IEC
approval were conducted online in presence of Dr.Supriya Bhalerao madam on 18/1/22.
Following table includes the information of IEC members who have attended the meeting.

This will help to sanction remuneration.

Sr.No Designation Name Date Total
days
1. Chairperson Dr.Supriya 18,22,24,25/1/22 | 4
Bhalerao
2. Basic Medical scientists Dr. Ashish 28/1/22 1
kulkarni
3. Clinicians Dr.Ajit Kolhatkar | 22,24,25/1/22 3
4, Legal Expert Mrs.Pratibha 22,24,25/1/22 3
Dalal
5. Social Scientist/Philosopher Mrs.Anjali Oak 22,24,25/1/22 3
6. Lay Person Mr.Sanjiv 22,24,25/1/22 3
Alurkar
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Along with these members internal institutional ethical committee members have also given

their valuable outputs from 9.30 am to 6 pm. as.

Sr.No Designation Name Date Total
days
1. Secretary -1EC Dr.Yogita Jamdade 18,22,24,25/1/22 | 4
2. Alternate member Dr. Dinesh Naik 18,22,24/1/22 3
secretary
3. Basic scientist/ Dr. Meenal Lad 18,22,24,25/1/22 | 4
pharmacologist
4, Ayurveda clinician Dr. Medha Joshi 18, 22,24,25/1/22 | 4 (

Detailed meeting minutes are also attached herewith.

Please do the needful.

Thanking you

Dr.Yogita Jamdade

IEC-II Secretary




Dr. Yogita Jamdade
IEC 11 Secretary
CARC, Nigdi. Pune
24 Feb.2022

To,
The Principal,

CARC. Nigdi g fRrEa
amyde #Efaenea 9 SR BE

Pune. Y, gur-¥990%y.
aas w05 ) 1)
Subject- IEC-1l Meeting -2,report. -9 |3 e &

x| N \ et

Respected Madam,

With your due permission and guidance conducted IEC-II 2" meeting offline. On 2203
February 2022 from 10.30 am to 5.30 pm.

4 Synopses of Ph.D. scholars, which required more discussion along with 3 synopses of the
scholars ,who have registered in other institute but recruit the patients from ARSMH were

reviewed in this meeting.

Following members attended the meeting.

Sr.No. Designation Name
1. Chairperson Dr.Supriya Bhalerao
2. Member Secretary Dr.Yogita Jamdade
3. Alternate Member Secretary | Dr.Dinesh Naik
4. Basic Medical scientists Dr. Meenal Lad
5. Clinicians Dr.Medha Joshi
6. Legal Expert Mrs.Pratibha Dalal
7. Social Scientist/Philosopher Mrs.Anjali Oak
8. Lay Person Mr.Sanjiv Alurkar
Thanking you.

Dr.Yogita Jamdade




Dr. Yogita Jamdade
IEC II Secretary
CARC, Nigdi, Pune
19 April.2022

To,
The Principal,
CARC, Nigdi

Pune.

Subject- IEC-IT Meeting -3,report.
Respected Madam,

With your due permission and guidance conducted IEC-II 3™ online meeting on 18"
April 2022 from 9.00 am to 10.15 am.

Agenda of the meeting was to review sponsored Clinical study titled “A Randomized
Multi-center, Prospective, Comparative Clinical Study to evaluate
efficacy and safety of AP/VIT/SBO Ayurvedic Hair Oil in mild to moderate Hair loss

in females.”
Protocol No: AP/VIT/SB0O/01/2022, Version no. 1.0 Dated 26th Feb 2022

Following members attended the meeting.

Sr.No. | Designation Name
15 Chairman Dr.Supriya Bhalerao-Absent
2. | Nominated Chairman Dr.Ajit Kolatkar
3. | Member Secretary Dr.Yogita Jamdade
4. | Alternate Member Dr.Dinesh Naik
Secretary
5. Basic Medical scientists Dr. Meenal Lad
6. Clinicians Dr.Medha Joshi
7. | Legal Expert Mrs.Pratibha Dalal
8. | Lay Person Mr.Sanjiv Alurkar

Thanki ; ix T ‘
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Utlege of Ayurved & Research Center
Alurdi, Pune - 411044




S

Dr.Dinesh Naik

Alternate Member Secretary
PDEA’S CARC, Nigdi, Pune
20" September,2022

To,

The Principal, f_“““q_‘t,‘r:??;—(}

PDEA’S CARC, Nigdi P g ’\}a TRiREmEY a HOT By
Pune. " 3MgEH 7 2:1‘3_‘;/2 | g :
Subject- [EC-II Meeting -4, report. | A’;"E 291 7 [/
Respected Madam, e ”!"{ 4 vrard

With your due permission and guidance conducted IEC-IT 4" online meeting on 17t
September 2022 from 2.00 pm to 4.30 pm.

Agenda of the meeting was to review-

1) sponsored Clinical study titled “A randomized, comparative, double blind, multi-
centric prospective, interventional clinical study to evaluate efficacy and safety of
AHPL/AYLIQ/0717 syrup in comparison with Marketed formulation in participants
suffering from menstrual irregularities” By Dr. Yogita Jamdade

2) Ph.D. Protocol presentation titled “Concept of Rasa-nishaptti through the
perspective of solution properties with reference to Amla Rasa and known Sour
sapophores as a comparator” by Dr. Sandip Patil.

Please do the needful for the remuneration of the members.

Following members attended the meeting and gave valuable Suggestions.

Sr.No. | Designation Name
1. Chairman Dr.Supriya Bhalerao
s Nominated Chairman Dr.Ajit Kolatkar
3. [ Member Secretary Dr.Yogita Jamdade
4. | Alternate Member Secretary Dr.Dinesh Naik
5. | Pharmacologist Mr.Ashish Kulkarni
6. Basic Medical scientists Dr. Meenal Lad
7. | Clinicians Dr.Medha Joshi
8. | Legal Expert Mrs. Anjali Oak
9. | Lay Person Mr.Sanjiv Alurkar

Tlggng you. l% §/§

¢ Dr.Supriya Bhalerao Dr.DCinesh Naik

IEC-II, Chairman Alternate Member Secretary .
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To,

The Principal,

PDEA’S CARC, Nigdi

Pune.

Subject- IEC-II Meeting -5, report.
Respected Madam,

Dr.Dinesh Naik

Alternate Member Secretary
PDEA’S CARC, Nigdi, Pune
11" November,2022.

With your due permission and guidance conducted IEC-II 5" online meeting on 10

November,2022 from 2.00 pm to 3.00 pm.

Agenda of the meeting was to review-

Role of Physical properties of liquids in standardization of quantity and duration of

Gandusha holding time: A Cross sectional study. By Dr. Yogita Jamdade.
Please do the needful for the remuneration of the members.

Following members attended the meeting and gave valuable Suggestions.

Sr.No. [ Designation Name
& Chairman Dr.Ajit Kolatkar
2. Alternate Member Secretary Dr.Dinesh Naik
3. | Pharmacologist Mr.Ashish Kulkamni
4. | Pharmacologist for Ayurved Dr. Meenal Lad
5. | Clinicians Dr.Medha Joshi
6. | Social scientist Mrs. Anjali Oak
7. | Legal Expert Adv. Mrs. Pratibha Dalal
8. Lay Person Mr.Sanjiv Alurkar
Th you. A &@V
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Dr.Ajit Kolatkar Dr.Dinesh Naik
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Please note

- Inform EC immediately in case of any Adverse Events and Serious Adverse Events

- Inform EC in case of any change of study procedure, site and investigator

- This permission is only for period mentioned above

- The study has to be conducted as per approved protocol. Any amendments in the
Protocol/ICF/CRF has to be approved from IEC before implementation

- Members of EC have right to monitor the trial with prior intimation

- The status of the study (Completed/Ongoing/Terminated) should be reported annually

- It is mandatory to obtain renewal of approval and apply for the same at the end of 24
months

- The renewal of approval is subjected to submission of annual report. If the above
application is not received within specified period, then the permission to renew the

project may lapse
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