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Godavari Foundation's

Dr. Ulhas Patil Medical coll ege & Hos_ﬂ'ltal

‘Recognised by Medical Council of india, Approvad Govt. of India, New
and Affiliated to Maharashtra Univarsity |-|ull:l1 Scianca, Nashik
N.H.6 (Jalgaon- Bhusawal Road), Jalgaon (Kh.) - 425 308 Tal & Dist - Jalgaon
Ph. No. (0257) 2366657 Fax : 2366648 E-Mail Id : dupmej@yahoo.in

Date:- 17/11/2019
CIRCULAR

All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office on
18/11/2019 at 3.00 pm

All members are requested to attend meeting

Copy to all members

Sr No Name
1 Dr. Ravindrakumar L.Bakal
A, Dr. D, R. Chaudhari
3 Dr. (Mrs) Maya N.Arvikar
Dr, Amrut Mahajan
D¢, Milind P, losha

Dr Milesh Bendale
Dr.Rahul P.Bhavasar
Adv. Satish Gadge

Dr. Prashant M. Warke
Mr. Prabhakar M. Jangale
| Mr. Sandesh Y.Patil

e o e ] B

o | =
=

Dean
Dr. Ulhas Patil Medical
College & Hospital, Jalgaon
kh.



Godavari Foundation's
(Registered under the Bombay Public Trusts Act. 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH 6 {Jalgaon-Bhusawal Highway)

lalgaon Khurd ( Dist. Jalgaon) M. 5. Phone: (0257) 2366657
Pin - 425 309 Fax: [(0257]) 23665648
Iec/ 2018/ Minutes of Meeting DATE: 18/11/2019

Location: Dean's Office
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

| Sr. No. Member Name Designation Signature
1. | Dr. Ravindrakumar. L. Bakal Chairman ﬂ%?::‘g——
2. Dr. Devendra R. Chaudhari Member Secretary . : f W’
= 3. | Dr. (Mrs) Maya N. Arvikar Member =
a, Dr. Amrut h’iaha]an Member
5. | Dr. Miﬁnd P. Joshi Member =
6. | Dr. Nilesh Bendale Member
| 7. | Dr.Rahul Prakash Bhavasar Member
8, Adv, E;a_l:l-ﬁl_li_ﬁadga Member
9. Dr. Prashant 5. Warke Member
10. | Mr. Prabhakar, M. Jangale Member
11, | Mr. Sandesh Y. Patil Member =

¥

2 MEETING LOCATION
Or, Lilhas Patil Medical College and Hospital Jalgaon (Kh) at Dean’s Office

3 MEETING START TIME
Meeting Schedula Start: 03.30 pm

Meating Actual Start: 03.35 pm




4 AGENDA
4.1 To discuss the research study of professor of psychiatry DR. ANUF RATHI titled

‘Study of scociodemographic profile and psychopathology of mentally and physically
handicapped children and their parents’

Minutes of meeting:-

1.

Topic of research study was discussed under - title of the study, aims and objectives of the
study, research plan and methodology, questionnaire, inclusion and exclusion criteria,
interpretation of data, implications, risk factors, references, any sponsorship by the
committee members.

The study will be conducted by them from 18" November 2019 to 17™ June 2020. The

implication of the study assets the improvement in student's performance after assignment
given to them.

It was ensured that study was undertaken as per ICE guidelines.
The permission '.-ias granted to conduct the study by the committee mambers

Application form for permission of research project was duly signed by Chairperson and
Member secretary.

Meeting ended with thanks to Chairman and All Members

5 MEETING END

Meeting Schedule End: 04.30 pm
Meeting Actual End:; 4.50 pm

Or Devendra R, dhari.
Member Secretary
DUPMCH
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Appendix 11

INSTITUTIONAL ETHICS COMMITTEE

OR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGAON, DIST. JALGAON, 425309 MAHARASHTRA
OFFICE: Member Secsetory-IEC; Professer, Dept. of Fharma colagy
Phora, o |Oifice] O257-1360657 (Fas ) 0257-200484E Webaite, DIEpAWwok dLipanG g

APPLICATION FORM FOR FERMISSION (ETHICAL CLEARANCE]
OF RESEARCH PROJECT [BIOMEDICAL RESEARCH ON HUMAN)

N.B:* To bie submitted in TRAIPLICATE. One copy will be returned ta the department
after appioval,

[*To ke preserved by EC for minimuarn 15 ye ars.)

e
1. Titje of the Research, Proj uq::,r' fzsertation [IANCS
o AR (B SE
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Godavari Foundation's

Dr. Ulhas Patil Medical College & Hospital

lcal G il of India, Approved by Central Govt. of India, New Delhl,
m“"'“ﬂﬂfﬁﬁmu t:u H.n:.‘l'laruhh'n University of Health Sclence, HnI]Tll:
N.H.6 (Jalgaon- Bhusawal Road), Jalgaon (Kh.) - 425 309 Tal & Dist - Jalgaon

Ph. No. (0257) 2366657 Fax : 2366648 E-Mail Id : dunqg]%fr&nlﬂra i

CIRCULAR

All members of Institutional Ethics commitiee are
informed that meeting is arranged in Dean’s office on
14/02/2019 at 3.00 pm

All members are requested to attend meeting

Copy to all members

Sr Mo Name

Dr. Ravindrakumar L._Bakal

Dr. 3. B. Chaudhari

| Dr, {(Mrs) Maya N. Arvikar
D, Amrut Mahajan

Dr. Milind P, Joshi
Dir.Milesh Bendale

Mr. Bapurao M. Bite '
Adv. Satish Gadge

| Dr. Prashant M. Warke
Mr, Prabhakar M. Jangale
Mr. Sandesh Y. Patil

:EqmqmuhmM—

Ay Bea}r:
Dr. Ulhas Patil Medical
College & Hospital, Jalgaon

kh.



Godavar! Foundation's
[Registered under the Bombay Public Trusts Act, 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH 6 (Jalgaon-Bhusawal Highway)

Jalgaon Khurd [ Dist. Jalgaon) M. 5. Phone: (0257) 2366657
Pin - 425 309 Fax: 257) 23665648
IEc/ 2019/ Minutes o eting DATE: 14/02/2019

Location: Dean's Office
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY
| Sr. No. Member Name Designation Signature

1. | Dr. Ravindrakumar. L. Bakal | Chairman _:é@i{:ﬂgj
" 2. | Dr.Devendra R. Chaudhari Member Secretary W

- =
3. | Dr.(Mrs) Maya N. Arvikar Member E",}"’Jf" .
4. | Dr. Amrut Mahajan  Member r_f'ﬁ'f" jrerl
5. Dr. Milind P. Joshi Member

o

6. | Dr.Nilesh Bendale Member W

7. Mr. Bapurao M. Bite Member bﬁﬁ - W
! '___'_,_..--""

8. | Adwv. Satish Gadge Member

9. | Dr. Prashant 5. Warke Member (g

10. | Mr. Prabhakar. M. Jangale Member o ﬁ-,‘— il

11. Mr. Sandesh Y. Patil Member

. ] | ﬂ~_—ff- i?ﬂfﬂ'

2 MEETING LOCATION
Br. Ulhas Patil Medical College and Hospital Jalgaon (Kh) at Dean's Office

3 MEETING START TIME
Meeting Schedule Start: 03.30 pm

Meeting Actual Start: 03.35 pm




4
4.1

4.2

Min
1.

AGENDA

To discuss the research study of assistant professor of FPharmacology titled ‘Ask
them early, catch them soon! Awareness among medical students regarding
pre-diabetes, early diabetes and its early management by life style changes.
Screening to evaluate them for pre-diabetes and diabetes’

To discuss the appointment of new member instead of Dr. Smita C. Pathade who
resigned,

utes of meeting:-

Topic of research study was discussed under — titla of the study, aims and objectives of the
study, research plan and methodology, questionnaire, inclusion and exclusion criteria,
interpretation of data, implications. risk factors, references, any sponsorship by the
commitiee members.

The study will be conducted from 14" Feb 2018 to 14" June 2018, The implication of the
study assets the improvement in student's performance aftar assignment given to them,

It was ensured that study was undertaken as per ICE guidelines.
The permission was granted to conduct the study by the committee members.

Application form for permission of research project was duly signed by Chairperson and
Member secretary.

Dr. Nilesh Bendale is appointed as naw member instead of Dr. Smita C. Pathade wha
resigned and his name is submitted to head of institution (dean).

Meating ended with thanks to Chairman and All Members.

5]

MEETING END

Meeting Schedule End: 04.30 pm
Meeting Actual End: 4.50 pm

N

Dr Devendra R. Chaudhari.
Member Secretary
DUPMCH
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4
4.1

4.2

Min

1.

AGENDA

To discuss the research study of assistant professor of Phamacology titled "Ask
them early, catch them soon! Awareness among medical students regarding
pre-diabetes, early diabetes and its early management by life style changes.
Screening to evaluate them for pre-diabetes and diabetes’

To discuss the appointment of new member instead of Dr, Smita C. Pathade who
resigned.

utes of meeting:-

Topic of research study was discussed under — title of the study, aims and objectives of the
study, research plan and methodology, questionnaire, inclusion and exclusion criteria,
interpretation of data, implications. risk factors, references, any sponsorship by the
commitiee members.

The study will be conducted from 14" Feb 2018 to 14" June 2018, The implication of the
study assets the improvement in student's performance aftar assignment given to them,

It was ensured that study was undertaken as per ICE guidelines.
The permission was granted to conduct the sludy by the committee members,

Application form for permission of research project was duly signed by Chairperson and
Member secretary.

Dr. Nilesh Bendale is appointed as new member instead of Dr. Smita C. Pathade who
resigned and his name is submitted to head of institution (dean),

Meeating ended with thanks to Chairman and All Members,

5

MEETING END

Meeting Schedule End: 04.30 pm
Meeting Actual End: 4.50 pm

W’
Dr Devendra R. Chaudhari.

Member Secretary
DUPMCH
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Appendix 1

@1 INSTITUTIONAL ETHICS COMMITTEE
¥

CR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGADN, DIST. JALGAON. 425308 MAHABRASHTRA

QOFFICEs Memiber 51:n:f|3|:|:|r'y -1EC, Professor, Dopt. of I-'h.erur.:ulnp

Fl||||.|1.|¢' NI:I |I'_IFI I:I:'| ﬂi‘ﬁ? lil'ﬁl:'i:' |_-I'1l.rl:li"5:|' AGEEE Welidito. s oyl .I'.Iu,-w-.-.- n|.||u|||_ ,.,.|_ i

APPLICATION FORM FOR PEIMISSION (ETHICAL CLEARAMNCE]

QF RESEARCH PROJECT (BIOMEDICAL RESEARCH ON HUMAN)

M_B:* To b submitted in TRIPLICATE. One copy will be retumed 1o the de
aiter appraval,

pidtment

{“To be preserved by | EC fae mninimem 15 yaaars. |

Title of the Research Project/ Dissertation Ak THET TARLT, CTATEHR THES stowml

LEmmﬂq_Fu.dianﬁm:ltnh 'Raan-ni-'.w.}. TeeDianeves | En11:..|l-

EnEnk 3‘1 L-."tﬁhl."lg L'h-mwvt_u 51'111‘.1‘\“'15
Thew To tvaluake Tor Pye- Din‘seves Pnd Dicdgtes .

Name of the Principal Investipator/
Under/Fost graduate student:

BHOSIE KARTIKT SHIVATT

Kame of the co-investipatar/
UG{PG puidefTrial monitar
(il applicable)

DR NAISHALL BARUBAD y
P ADSE

il Signature el Principal investis stosf
UG/PG studont;

_BHO5LE KARTIKL

i) Signature of co-investipator/
UG,“’G pueido ! rial monitor;

i) Sipnature ol HOD of |'r.r'.f-|:-.-.l tnvestipoior UG/ PS student:
{wiiahy sipel)

(e

Professor & HOD
Dept. of Pathology
oir Ulhas Patil Medical College & Hospii
Jaloean b, Salgaon




i) Signature of HOD of ather Departments involved (with seal);

{For IEC Office use anly) 5r. Mo

. 1} Date ol Receipt by IEC (submissi-cw-gn af appication) s——.—..
2} Date of resubmission to IEC TEA
3] Dateof [FC meeting S e
4} Decision of IEC: AP PROVEDS RESUBMISS 0N/ RE) ECTED,
a) IEC decision conveyed on date: e

e

e

MERD CHETARY
KE.C.

) Place where research wark will be carried aue

XA DUPMERH (B) Outside DUPMCEH.
[Permission letter ta b submitted if outside DUPRMCEH)

{DUPMCEH = 0. Ulhas Pa bl Medical College & Haospital)

6] Time period required far tompletion of research project and it's analysss:

— 5 TAnmTws

/) Risk faceor far the patient [pive details):

M MracedurlL-

L HEMPIOMA FOR MUATION .
L. VASDYAMAL SyrcodE .

34



B) Adverse drug reaction (ADRs):

Cl Invasive investizations (if arvyl:

D] Explain the measures 1o counter the above risk factors:

L. MERNGUS BLOOD LWITADRAWRL Wil BE DORE BY TRANED TEAMICIAN
WITHOUT DOWNG ANY COUNTER PUMCTURE oF Twe WELR

LIHE SUBTECTS WILL BE WYDRATED PRWPERLY BEFURE TuE
PRULLEDURE.
8} Details aboul research project

{a} Objoctives:

[B) Current knowlodge about the research subjedt:

o] Aesearch plan;

(d) Implications:

(2} Canflict of Interest:

(I} Risk factéars

{£) Enhllﬂgrz—ph}-,-"i_i:.tlnlf references:
3 Details of financial burden invelved and how it will be met:
10) Whether the research praject is sponsored; "r'E!-‘.,.'"P’J_g__

sponsoring authority: (1) Indeustry (2] Gove rmert (3 University (4] ICMR

{5} Any other [pive dirtails).

13) Any ather rélevant infarmation:




Enclosuros:

4 coples of research protocol (on A-4 size paper only] with appendices
VAs per Schedule ¥ of Drups & Cosrmaetics Act] should be enclosed Le, detailed
Informaticn about investigational products.

[a] Patient Informatkon sheet,

b} Infarmed consent form for subject participating in clinizal trial
[in English/MarathifHindi) {appendic V],
f¢) Case Record Form (CRF)
{d} Undertaking by the investigator [Appendiz VIT}
[e} Stability testing of new drug (Appendin X]
{f} Content of the proposed protocel for conducting clinieal trial (Appendix X}

{g) Data elements fer reporting Serious ADR/ADE occurring In clinical trial.
| Appendix X1]

(h) Study Flow Chartif any,
(i) Mews paper publication matter for subject reciultment if any.
=, i} Funding details of sponsor or permission letter of other institutions if any,

repulatory clearance like DCGHFDA approval for drugs not marketed in India,
ICMR approval for glabal multi-centric trial,

[Strike out which isnot enclosed).

| declare that | shall follow National and international Good Clinkcal
Practice (GCPY guldelines in conducting the'abeve clinical research project.

Sipnature of Principal Investipator,

1} Principalinvestipator should be prepared to give 10 minutes présentation an

CH P/ Powar paint to 1EC whencallad,

21 Involved Traditional Medicine Dagtor as Co-investigator forresearch on
Tragiticnal Medscing.

36



Appendix 11

Through Prop er Channel Only

To

The Clmirufrmn,
IEC Dy PMCH,
Jalpaon.

Sub: Submission of Synopsis of

research protocol for Ethical
Clearancao,

Respociod iy Madam,

-

| the u.-1dnr5ignud,£rf.'ﬁ‘liﬁ-ﬁ'r.i.Kﬂﬂlﬂ.ﬁl‘l.‘l.".-lﬁl'!..

¥nopsis of my research pr otacolf PG dissertation f
Lonsider it for approws) from ethics Comimittisg.,

I am submitting herewith Tithe: af Synopsis a5 mentioned bajgy & 4
sUpgesied by my aforesaid Guigle

herehy subimitting
T ethical clearance. Kingly

Title of Synopsis  Aek THEA EIRETﬁﬁTﬁE_M_ﬂ_uE loee—
BAFERESS Pviow Shudtnks Geag

. |
Medical ud tnbs (e i < 13 neves, Ca Dia
e R s DU LT e
Kindly do the ne eoful

BWosie kARTIKT SWINATY

Candidate : .
OR. VAL SHpaw BABURARY NAGLLSE : (Candidate naie and signatur ]

DR \ias MAWAREGRAL 5 AN Lk
[Guide name and signatura) (HoD ﬁn:ﬁt'::.r;;k:r Signature with Dept:zeaf)
Professor & HDD
Dept, of Pathology
v Uthas Patil Kadica) Coltege & Hasp,

Jalgaon Kh Jalgaon
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Godavari Foundation's

Dr. Ulhas Patil Medical College & Hospital

Recognised by Medical Councll of India, Approved by Central Govl. of India, New Delhi,

and Affiliated to Maharashtra University of Health Science, Nashik

M.H.6 (Jalgaon- Bhusawal Road), Jalgaon (Kh.) - 425 309 Tal & Dist - Jalgaon

Ph. No. (0257) 2366657 Fax :2366648 E-Mail Id : dupmcj@yahoo.in

Date:- 12/04/2019
CIRCULAR

All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office
15/04/2019 at 3.30 pm

All members are requested to attend meeting

Copy to all members

| SrNo

MName

Dr.Ravindrakumar |.Bakal

D, [, R. Chaudharn

Dr. (Mrs) Maya N Arvikar

Dr. Ammut Mahajan

Dr. Milind P. Joshi

Dr. Milesh Bendale

Dr.Rahul P.Bhavasar

Adv. Satish Gadge

Dr. Prashant M, Warke

:E\n“qdﬂ.mnm”—‘

Mr.Prabhakar M. Jangale

M. Sandesh Y . Patil

Dean
Dr. Ulhas Patil Medical
College & Hospital, Jalgaon

kh.

on
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Godavari Foundation's

Dr. Ulhas Patil Medical College & Hospital

Recognised by Medical Councll of India, Approved by Central Govt. of Indla, New Delhi,

and Affiliated to Maharashtra University of Health Science, Nashik

N.H.6 (Jalgaon- Bhusawal Road), Jalgaon (Kh.) - 425 309 Tal & Dist - Jalgaon
Ph. No, (0257) 2366657 Fax :2366648 E-Mail Id : dupmcj@yahoo.in

Date:- 12/04/2019
CIRCULAR

All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office on
15/04/2019 at 3.30 pm

All members are requested to attend meeting

opy to all members

Sr Mo

MName

Dr.Ravindrakumar |.Bakal

.. e

Dr. (Mrs) Maya N Arvikar

Dr. Amrmut Mahajan

Dr. Milind P. Joshi

Dr, Milesh Bendale

Dr.Rahul P.Bhavasar

Ady. Batish Gadge

Dr.Prashant M, Warke

=l | e | | o | | e | B —

—

Mr.Prabhakar M. Jangale

Mr.Sandesh ¥ _Patil

Dean
Dr. Ulhas Patil Medical
College & Hospital, Jalgaon

kh.




Godavari Foundation's
(Registered under the Bombay Public Trusts Act. 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH & {Jalgaon-Bhusawal Highway)

lalgaon Khurd [ Dist. Jalgaon) M. 5. Phone: (0257) 2366657
Pin - 425 309 Fax: [D257) 2366648
IEC/ 2019/ Minutes of Meeting DATE: 15/04/2019

Lacation: Dean's Office
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

Sr. No. Member Name Designation Signature
1. Dr. Ravindrakumar. L. Bakal Chairman ?55:]3727
2. Dr. Devendra R. Chaudharl Member Secretar'.r- W
" 3. | Dr. (Mrs) Maya N. Arvikar Member Fp e |
3 4. | Dr. Amrut I-"ﬂa-iajan Member
5. | Dr. Milind P. Joshi Member
B. Dr. Nilesh P. Bendale Member
7. | Dr. Rahul P. Bhavasar . Member
8. Adv, Satish Gadge Member
9. Dr. Prashant 5. Warke Member 3
10. | Mr. Prabhakar. M. Jangale Member
11. | Mr. Sandesh Y. Patil Member e 3 'r‘f:-:'!ﬂ

2 MEETING LOCATION
Lr. Ulhas Patfil Medical College and Hospital Jalgaon (Kh) at Dean's Office

3 MEETING START TIME
Maeting Schedule Start: 03.30 pm

Meeting Actual Start 03,35 pm




4 AGENDA

4.1 To discuss the appointment of new member instead of Mr. Bapurao M. Bite who
resigned.

Minutes of meating:-

1. Dr. Rahul P. Bhavasar is appointed as new member instead of Mr. Bapurac M. Bite
who resigned and his name is submitted to head of institution (dean).

Meeting ended with thanks te Chairman and All Members.

5 MEETING END

Meeting Schedule End: 04.30 pm
Meeting Actual End: 4.50 pm

G:'l“-rf’f:;"'
Dr Devendra R. Chaudhari.

Member Secretary
DUPMCH
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Godavari Foundation's

Dr. Ulhas Patil Medical College & Hospital

Recognised by Medical Council of India, Approved by Central Govi. of India, New Dalhi,
and Affiliated to Maharashtra University of Health Science, Nashik

N.H.6 (Jalgaon- Bhusawal Road), Jalgaon (Kh.) - 425 309 Tal & Dist - Jalgaon
Ph. No. (0257) 2366657 Fax : 2366648 E-Mail Id : me

CIRCULAR

All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office on
27/05/2019 at 3.30 pm

All members are requested to attend meeting

Copy to all members

Sr Mo MName
1 Dr.Ravindrakumar |.Bakal
Z D, D, R. Chaudhari
3 | Dr. (Mrs) Maya N Arvikar
4 Dr. Amrut Mahajan |
5 Dr, Milind P. Joshi '
6 | Dr. Milesh Bendale
7 Dr.Rahul P.Bhavasar
" Adv. Satish Gadge r
0 Dr.Prashant M, Warke Q]
10 Mr.Prabhakar M. Jangale :
i1 Mr.Sandesh Y. Patil ] Dr¥ Arbikar N. S.
Dean
Dr. Ulhas Patil Medical R
College & Hospital, Jalgaon ara M

k.h- I -4 : ".I ._?l



Godavari Foundation's
(Registered under the Bombay Public Trusts Act, 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH 6 {Jalgaon-Bhusawal Highway)

Jalgaon Khurd ( Dist, Jalgaon) M. 5. Phone: (0257) 2366657
Pin-425 309 = Fax: (0257) 2366648
IEC/ 2019/ Minutes of F_ﬁeeﬂng DATE: 27/05/2019

Location: Dean's Office
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

| sr. No. Member Name Deslgnation - Signature
[ Dr. Ravindrakumar, L. Bakal | Chairman | :.jj’(r{& ﬁ
I F Dr. Devendra R. Chaudhari ' Member 5ecr,=_-tan,.l' | W
= Dr. {Mrs) Mav;u M. Arvikar Member rj_,l)‘d_[}
4, Or. Amrut Mahajan y Member &E"}J
5| Dr. Milind P. Joshi Member ,,.?r&!
5 | Dr. Nilesh Bendale ' Member | Va:j;i ~
7. Dr. Rahul Prakash Bhavasar | Member | ; ,;E?‘.f;.'?:’f"f_"-'_"'_ L
E. Advy. Satish ﬁad;e Member | ’%\é{é( ]
5 = T L
I. 9. | Dr. PrashantS. Warke Member {1 f‘?_ %w w&f
16. | Mr. Prabhakar. M. Jangale Member * | 'I —m e
11. | Mr.Sandesh Y. Patil | Member Sy B 1

2 MEETING LOCATION
Or. Ulhas Patil Medical College and Hospital Jalgaon (Kh) at Dean's Office

3 MEETING START TIME
Meeting Schedule Start: 03.30 pm

Meeting Actual Start: 03.35 pm




Godavari Foundation’s
{Registered under the Bombay Public Trusts Act. 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH 6 (Jalgaon-Bhusawal Highway)

lalgaon Khurd | Dist. Jalgaon} M. 5. Phone;: (0257) 2366657
Pin - 425 309 — Fax; [0257) 2366648
1IEC/ 2018/ Minutes of Meeting DATE: 27/05/2019

Location: Dean's Office
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

gr. No. Member Name ' _D-r.!signatiun | Signature
4 Dr. Ravindrakumar. L. Bakal Chairman "":'j‘Jx {dﬂ
5. | Dr. Devendra R. Chaudhari Member Secretary =4 M
3. | Dr. (Mrs) Maya N. Arvikar Member -D(_,U"“ ! '
a Dr. Amrut Mahajan Member m,..,
e Dr. Milind P. Joshi "~ Member A,L{hi
6. | Dr. Nilesh Bendale Member M
i Dr. Rahul Prakash Bhavasar ~ Member é_-_’..f""-f ==
L e ==
8. | Adv. Satish Gadge . Member w )
9. Dr. Prashant 5. Warke Member (I’ll";['] :; :"l‘*-g'i?,l-—-——
i — = ="
10. | Mr. Prabhakar. M. Jangale Member * | T"ﬁr— il
11. | Mr. Sandesh Y. Patil Member <9 20 '|

2 MEETING LOCATION
Or. Uihas Patil Medical College and Hospital Jalgaon (Kh) at Dean's Office

3 MEETING START TIME
Mesting Schedule Start: 03.20 pm

Meeting Actual Start: 03.35 pm




4 AGENDA

41 To discuss the research study of assistant professor of Pharmacology fitled A
knowledge altitude and practice study among undergraduate medical and
nursing students regarding the basic knowledge of trauma evaluation and
its management in traffic accidents’

Minutes of meeting:-

1, Topic of research study was discussed under - title of the study, aims and objectives of the
study, research plan and methodology, guestionnaire, inclusion and exclusion criteria,
interpretation of data, implications, risk factors, references, any sponsorship by the
commitiee members

2. The study will be conducted from 1% june 2019 to 31" Aug 2018. The implication of the
study assets the improvement in student's performance after assignment given to them,

3 |t was ansured that study was undertaken as per ICE guidelines.
4. The permission was granted to conduct the study by the committee members.

5 Application form for permission of research project was duly signed by Chairperson and -
Member secratary.

Meeting ended with thanks to Chairman and All Members.

5 MEETING END

Meeting Schedule End: 04.30 pm
Meeting Actual End: 4.50 pm

Dr Devendra F. Chaudhari.
Member Secretary

DUPMCH
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Appendix 1

INSTITUTIONAL ETHICS COMMITTEE

% DR, ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGADN, DIST. JALGAON, 425309 MAHARASHTRA
OFFICE: Member Secrotory-1EC, Professor, Dept, of Pharmacology

Phose. Ma. (Ofies| 0257-2IEG657 [Fax| Bd%7-T36664A NY chaale. bt dupmee.oe.ng

APPLICATION FORM FOR FENMISSION [ETHICAL CLEARANCE)

OF RESEARCH PROJECT (BIOMEDICAL RESEARCH ON HUNAN)

N.B.:" To be submitted in TRIPLICATE. One copy will be returned ta the diepartment
after approval.

{*To be preserved by IEC for minimum 15 years )

Title of the Research Project/ Dissertation

ude ond  Pruchice CRAP) Shudy awateg undex=

A Mnoudledue , Q%

- Enthinit_ﬁﬂtdim\_und.-nu1ﬁimui_ﬁwﬂlﬁ’tﬁ__. avding e oasic
QM#JMML.EHM uakion  and S wanesewaent
s Aeatfic  occidewks | .

Marmi of the Principal Investipator/
Under/Post graduate student:

ARWASEET RaTTHMORA RALMEADE

Name of the co-Investigator/
UG/PG guide/Trial monitar
(if applicatiel

DR._DETPAK.  PRAMASH  ALRAWAL .

i} Sipnature of Principal invastipator/
UG/ PG student:

i} Signature of co-investipator/
UG/PG pulde/Trial n ar;




i) Signature of HOD of other Departments involved {with seal):

[For [EC Office wse only) 5r. No
o e e
1} Date of Receipt by IEC (submissi——on of applicatfon) ————
2] Date of resubmission ta IEC =t e
3} DatecfIECmeeting = 8 o b L

4] Decision of IEC: APPROVED/ RESUBMISSION/ REJECTED,
5] MEC decision conveyed on date: e e

PEASOM MEMBER 5 ARY

lL.E.C. RELC:

3) Placa where research work will be carriod out

At oupmcen (B} Outside DUPMCEH,

(Permission letter to be submitted if autside DUP MCRH)

(DUPRMCEH — Dr. Ulhas Patil Medical Collepe & Hospital)

G} Time period required for completion of research project and it's analysis:
2419

5 rontus (¥ Jine o EF"A-.:j uug)

7| Rick factor for the patient [give dietails):

A} Procadurall:

==
—
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B) Adverse drug reaction {AD#Rs}:

—_

Cl Invasive investigations {if any):

D} Explain the measures to counter the above risk factors:

&) Details about research project
{a} Objectives:
{b) Current hnnuﬂm;lga: about the research su bject:
(c} Research plan;
{d} Implications;
{e] Conflict of interest:
{f] Risk factors:
{E} Bibfiogra phy/fList :.rf references:
9} Details of financial burden invohied and how it will be met:

10) Whether the rosearch project is sponisred: 'rES,."FTﬁ

Sponsoring authority; (1) Industry {2) Government (3) Liniversity (4] ICRAR
(5] Any other {give detaits),

11) Any other relavant information:

35




Enclosures:
= 4 coples of research protocol (on A=4 size paper only] with appendices :
* [As per Schadule ¥ of Drugs & Cosmetics Act) should be endosed i.e detailed
infarmation ahout investigational products.

{a) Patient information sheet,

() Informed consent form for subject participating in clinical trial
{in English/Marathi/Hindi) {appendix V).
i) Case Record Form [CRF)
(d] Undertaking by the investigator (Appendix vil)
te] Stability testing of new drug [Appendin ) 3
{f) Content of the proposed protacal for conducting dinieal trial {Appendix X)

il Data elements for reporting Serious ADR/ADE oceurring In clinical trial,
(Appendix X1)

th]. Study Flow Chart if an V.

i) News paper publication matter for subject recruitment if any,

U} Funding details of sponsor or permission letter of other institutions if any,

regulatory clearance like DCGI/FDA approval for drugs not marketed in India,
ICMR approval for global multi-centric trial,

{5trike out which is not enclosed).

Ideclare that | shall follow National and International Good Clinjcal
Practice (GCP) guidelines in cenducting the'abave clinical research project.

Signatura n! Erirll:ip.ﬂ-l Investipator,

i

1) Principal Invectigator should ba prepared o
QHFfPower point to IEC when called,

2] Involved Traditional Medicine Doctor as Co-in
Traditional Medicine.

Eive 10 minutes presentation on

vestigator for research on
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Appendix 111

Ihrough Proper Channel Gnty
To
: The Chairperson,
IEC DUPMCH,
Jalgaon,

Sub; Submission of Synopsis of resoarch protocel far Ethical
Clearange,

Respected Sir/Madam,

-

| the undersigned, Dr ABMAIEET BEMOMBADE -hereby submitting
synopsis of my research protocalf PG dissertation for ethical tlearanca. Kindly
cansider it for approval fram ethice committes,

I am submitting herewith Ti

tle of Synopsis as mentioned below & gs
suggested by my aforesaid Guide.

Title of IS',.-nupﬁl's. ] : Tw |

Wnowiedqe oNivedT Y TRachee (RAF) Study aw ISt morate wedical &

a3 t:ﬂmd.gm '-;r.q.,u'n?iuq "ML' m: Wﬁﬁlﬂﬁ.& =¥ Yyy tuglua ko
M‘Mﬁww

[

Kindly do the nesdful.

ABMIEET RATEWDRAE BUOMBADE

{Candidate name and Signiatune)

[Euiﬂﬁﬁ% gepature) LHOD ?%;ﬁ_dﬁlgnamﬂu with Dept. spal)

Dept. of Orthopedics hapeiics

1 g '|'IE=|I'; . A !""I' ! -l '-..HIIEE'E
. til Medical .r.l}“EI:;f nias Fatll b diea A :
8 Hosptal Jagaon A Jlgan 0 sal Jalgaon ki JalgaoF
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Godavari Foundation's

Dr. Ulhas Patil Medical College & Hospital

Recognised by Medical Council of India, Approved by Central Govt. of India, Now Dulhl
and Affiliated to Maharashtra University of Health Science, Nashik

N.H.6 (Jalgaon- Bhusawal Road), Jalgaon (Kh.) - 425 309 Tal & Dist - Jalgaon
Ph. No. (0257) 2366657 Fax : 2366648 E-Mall Id : dupmcj@yahoo.in

Date:- 17/07/2019
CIRCULAR

All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office on
18/07/2019 at 3.30 pm

All members are requested to attend meeting

Copy to all members

Sr Mo Name

Dr.Ravindrakumar |.Bakal
Dr. D. R. Chaudhari

Dr. [Mrs]-lvfﬁa}'a M. Arvikar
Dr. Amrut Mahajan

Dr, Milind P. Joshi

| Dr, Nilesh Bendale
Dr.Rahul P.Bhavazar

Adv, Satish Gadge e
Dr.Prashant M. Warke
Mr.Prabhakar M. Jangale
Mr.Sandesh Y .Patil

(o -0 R - [V ) [P R

|

rvikar N. 5.

Ty s
Dean a2y Sy
i ’ . L .-1_'": 'ﬁ';;:
Dr. Ulhas Patil Medical P

College & Hospital, Jalgaon 1« ©
kh. DR &




Godavari Foundation's
(Registered under the Bombay Public Trusts Act. 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH 5 [lalgaon-Bhusawal Highway)

Jalgaon Khurd [ Dist. Jalgaon] M. 5. Phone: [0257) 2366657
Pim - 425 309 Fax: !025?! 2366648
—

1Ec/ 2019/ Minutes of Meeting DATE: 18/07/2019

Location: Dean's Office
Recorded By: Dr, Chaudhari

1 MEETING ATTENDED BY
sr. No. Member Name Designation | Signature

[ .Dr. Ravindrakumar. L. Bakal Chairman

ek |
2, Dr. Devendra R, Chaudhari Member Secretary

| 1Y
3. Dr, (Mrs) Maya N. Arvikar Member W}
a — .rl"f
d, Dr. Amrut Mahajan Member m_‘ e
8. Dr. Milind P. Joshi Member . @
— — e "'r
6. Dr. Nilesh Bendale Member IM;;:#,
i : i -
b e Dr. Rahul Prakazh Bhavasar Member &;}rm
a. Adv. Satish Gadge Member W
g, Dr. Prashant 5. Warke Member : _r\:‘_f::.-.ﬁn«-‘-\_-_ .
_1..{.'. . Mrla;;hh;har-ﬁ:langale , Member AT g I‘:“ ) L__; =
11, | Mr. Sandesh Y, Pati| " Membe '
r. 5andes Pati ember = ?;&m

2 MEETING LOCATION
Or. Ulhas Patil Madical College and Hospital Jalgaon (Kh) at Dean’s Office

3 MEETING START TIME
Meeting Schedule Start: 03.30 pm

Meeting Actual Start: 03.35 pm




4 AGENDA

4.1 Todiscuss the research study of associate professor of pathology titled ‘Formative

Assessment in pathology by means of ohjective structured practical examination
(OSPE) in 11 MBBS students” and III yr student titled *Study of the effects of a first
person shooter game on various aspects of cognition’

Minutes of masting:-

1.

Topic of research study was discussed under — title of the study, aims and objectives of the
study., research plan and methodology, questionnaire, inclusion and exclusion criteria,
interpretation of data, implications, risk factors, references, any sponsorship by the
cemmitiea members.

The study will be conducted by them from 22™ July 2019 to 05" Aug 2019 and 1* August
2019 to 30" Sept 2019 respactively. The implication of the study assets the improvement in
student's performance after assignment given to them

it was ensured that study was undertaken as per ICE guidelines.
The permission was granted to conduct the study by the committee members.

Application form for permission of research project was duly signed by Chalrperson and
Member secretary.

Meeting ended with thanks to Chairman and All Members.

/

5 MEETING END

Meeting Schedule End: 04,30 pm
Mesting Actual End: 4.50 pm

Dr Devendra R. Chaudhari.
Member Secretary

DUPMCH

Page 2 of 2



Appendix |

INSTITUTIONAL ETHICS COMMITTEE

DR, ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

IALGAON, DIST, JALGAOMN, 425309 MAHARASHTRA
DFFICE: Member Secretory-1EC, Professor, Dept. of Pharmacolopy
Phane, Hn.{ﬂlﬁuﬁlﬂ-HMHﬂFnl 025T.T360EAE VW elinite, hiipsrwww dupme.nc.ind

APPLICATION FORM FOR PERMISSION (ETHICAL CLEARANCE)
OF RESEARCH PROJECT (BIOMEDICAL RESEARCH ON HUMAN)

W.8.:* To be submitted in TRIPLICATE. One copy will be returned to the department
after approval.

{*To be preserved by [EC for minimum 15 years.)

1. Title ufthe Research Project/ Dissertation

f-ﬂni-;u _!'],;.u ! ,-f“-'-f-ﬁ-'»%.}-;y-_.-p.d— -1_-_1 I.'c_:_-ur._"nr B, 'I_H!' i 1M

) : ’ |
-!n Le .i.“ﬂ.*ﬂ '-{ﬁ""'r | -.u}-‘-;___“-.' a f i jj i £

,.' f"l'?"j"_.-; _al--'lw.l'.l._llfl‘{- t.-' r | i i !'-‘E

2. Mame of the Principal Investigator/
En -Under/Post EfaﬂlﬂlE'ilHdtnl.‘—

__.-R 1"'-I-1"'=I'~'.; !'I..t I ."":.".'Il.il .|"". 1[;!"'*;

il

/

-
e

3. Name of the co-investigator/
UG/PG guide/Trial monitor—-

(if applicable) -
*Iln o H0) e

4. I} Signature of Principal investigator/
UG/ PG student: e A
L B

T

L]
J o

i) Signature of co-investigator/
UG/ PG guide/Trial monitor;

A ’3.

1ii) Signature of HOD of Pr nnpal Invaﬂlgatqr,ﬂ..lﬁ /PG student:

{with seal) ﬁ,( dd vy -.m} \:

r“ =] W] § s!. LS




Iv) Signature of HOD of other Departments invalved (with seal):

[Far IEC Office use only) Sr. No
Dep b nais,
1) Date of Receipt by IEC (submissi-—on of application) -t
2) Date of resubmission to IEC o e
3] Dateof IEC mesting el
4] Decision of IEC; APPROVED/ RESUBMISSION/ REJECTED.
5] [EC decision conveyed on date: AT -

; T ]
= g
“CHAIRFERSON MEMBER SECRETARY
LE.C. LE.C.

5| Place where research work will be carried out

[A)AL DUPMCEH [B) Outside DUPMCEH,
(Permission letter to ba submitted if outside DUP MCEH]

(BUPMCEM - Dr. Ulhas Patil Medical College & Hospital)

6} Time perlod required for completion of research project and It's analysis:

o dng (200, e GB“M 2419 )

7 Risk factor for the patient (give detail 5):

A Procedurall: r il‘. ' P ,*, [~ J:I,' I'.-'.'_
. f}a"’" L
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B) Adverse drug reaction (ADAL): !

[

e

M gt it.[ynfffgl i J..:

€ lnvazive Investizations (if Ayl

D) Explainthe fReasures 1o counter the abo risk factors:

8) Details about research project faneaianlk= oo L :.Ir.-i' £y

{a) Objectives:
- {b] Current knowledge about the research subject:
lc] Resaarch plam:
(d) Implications:
(&) Conflice of intersst-
(f) Risk facrars:
(&) Bibliography /List of references:

3] Details of financia| burden involved and how it will ba met:

-
10} Whether the research project js Sponsored: YES/NO

Sponsaring autharity: (1) Industry (2) Government {3) University (4] 1ICMR
{5) Any other (give details),

11} Any other relevant Information:

s
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Enclosures:

* A copies of research protocol {on A-4 size

(A% per Schedule ¥ of Urugs & Cosmet]
information about Investigational pro

paper only] with appendices
€5 Act} should be enclosed j g, detailed
dugcts,

4} Patient infarmation sheet,

-?l',bi nformed consent form for su bject participating
\in English/Marathi/Hindi} {appendix ),
{c) Case Record Form {CRF)
1d) Undertaking by the imvestigator (Appendix Vi)
}pxlf Stability testing of new drug {Appendix 1x)
1" Content of the proposed protocel for conducting dinical trial {Appendix ¥}

-{g:l Data elements for reporting Serious ADR/ADE occurfing In efinical trial.
(Appendix X1)

“{ir) Study Flow Chart if any,
“}J’f News paper publication matter for subject recrultment if any.
“4I Funding detalls of 5 Ponsor or permission letter of other institutions If any,

regulatory clearance like DCGFDA approval for drugs not marketed in India,
ICMR approval for global multi-centric trial,

in elinlcal trial

{5trike out which is not enclosed).

I dectare that | shall follow National and International Good Clinical
Practice (GCP) puidelines in conducting the above clinical research project,

g
ket

¥
signature of Principal Inwestigator.

1} Principal Investigator should be prepared to
OHP/Pawer point to IEC when called.

2] Involved Traditional Medicine Dactor as Co-Investigator for research on
Traditional Medicing,

ghve 10 minutes presentation &
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Appendix 11

Through Preper Channel Only

T
~ The Chairperson,
IEC DUPMCH,
lalgaon.
Sub: Submisston of Synopsis of research protocol for Ethical
Clearance,

3y

Respected Sir/Madam, !*,
e e Y a i
%*/L Sbads Bredbuia
I the undersigned, Dr..o. e s hl:n:!:l'p' broitting
synopsis of my research protocslf PG dls:f-r:rlatl-:rn fnr et h.n:ar clcar:.tnr:lz Kindly
consider it for approval from-ethics committee.

| am submitting herewith Title of Synopsis as mentioned below & as
suggested by my aforesaid Guide.

Title of Syno
._\J'J'..'_W-\.ﬂ f I:!.EI‘II’!‘I-‘F_ J'I-I'-L"_I‘.P |I|_Iﬁ-"l.-1. 'rll-' "l_.-'-“-\.':l.:i_{.|-‘||.|"_l-
ﬁ = [}
Ehrtrhu.: ,-"Etu. I‘_,ll_!,. ,;ﬂ;.--} } ;,f'n.ui o | 4632
(sPe) in I MprAs (heclo ﬁ-;.
Kindy do the neediul.
i .r_,lg"“
1R e
g 1 T pika
b, Vavied b (1 Nogese

[Candidate name and signature] W

-"u"il.:nn "'f[fm;

g '
[y 1

£D - it rﬂ.(:rﬂ . M DLy rru.'iﬂvs"f'
(Guide name and signature) (HOD name and slgiq_latur with D ﬁ&lb

rofessor

Dent, of Patholggy

Dr Uikas Paw Menical Canear 3 Hosprtpe
Jdtmasr Al japgEne

—
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s, UOJIEPUNO 4 LUBAEDOL) =

Godavari Foundation's

Dr. Ulhas Patil Medical Cullege & Hospital

Recognised by Medical Council of India, Approved by C Govt. of India, New Delhi,
and Afflliated to Maharashtra University of Health Sclence, Nashik

M.H.6 (Jalgaon- Bhusawal Road), Jalgaon (Kh,) - mmm%mn
Ph. No. (0257) 2366657 Fax : 2366648 E-Mail Id : dupmcj@yahoo.in

CIRCULAR

All members of Institutional Ethics committee are
informed that meeting is arranged in Dean’s office on
18/09/2019 at 3.00 pm

All members are requested to attend meeting

Copy to all members

Sr Mo Mame

Dr. Ravindrakumar L.Bakal

Dr. D. . Chaudhari '
Dr. (Mrs) h-'la}.-n M. Arvikar
Dr. Amrut I'i-'lahajan

| Dr, Milind P. Joshi

D Milesh Bendale

Dr Rahul P.Bhavasar
Adv. Satish Gadge

D, Prashant M. Warke

10 M. Prabhakar M. Jangale
Mr. Sandesh Y. Patil

o lea | ~alen s =il | —

(=]
—

Dean
Dr. Ulhas Patil Medical
College & Hospital, Jalgaon
kh.




Godavar] Foundation's
(Registered under the Bombay Public Trusts Act. 1950)

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON
INSTITUTIONAL ETHICS COMMITTEE

NH E {Jalgaon-Bhusawal Highway)

Jalgaon Khurd | Dist. Jalgaon) M. 5. Phone; (0257) 2366657
lIf'.i’|'| - 425 309 = Fax: (0257} 2366648
IECS 2019/ Minutes of Meeting DATE: 18/09/2019

Location: Dean's Offica
Recorded By: Dr. Chaudhari

1 MEETING ATTENDED BY

5r. No. | Member Name Designation - Signature
1. | Dr. Ravindrakumar. L. Bakal Chairman ""—EFL!;?‘H*
- [, = S
2. | Dr.DevendraR.Chaudhari |  Member Secretary M
ol 3 Dr. (Mrs) Maya N. Arvikar i Member -
4. | Dr. Amrut_rhlahajan Mermbear %Ww
5. | Dr. Milind P. Joshi Member 'ﬂfﬂﬁ/
| 6. | Dr. Nilesh Bendale Member ,\_;L‘-_—I‘::-f'—":' =l
T, Dr. Rahul Prakash Bhavasar Member a/_} —
8. | Adv. Satish Gadge Member e
. 3. | Dr.Prashants. Warke " Member = é:;l _‘:}'_/V;i'r_;
10. | Mr. Prabhakar. M, Jangale | Member X A0 ﬁ"ia"l,_'{_f_ =
T Mr. Sandesh Y. Patil Member = )J : %i_‘.f

2 MEETING LOCATION
Dr. Ulhas Patil Medical College and Hospital Jaigacn (Kh) at Dean's Office

3 MEETING START TIME
Meeting Schedule Start: 03.30 pm

Meeting Actual Start: 03.35 pm




4 AGENDA

4.1 To discuss the research study of associate professor of pathology titled 'Squash

cytology an effective tool in intra-operative diagnosis of the central nervous system
lesion’

Minutes of mesting: -

1.

Topic of research study was discussed under = title of the study, alms and objectives of tha
study, research plan and methodology, questionnaire, inclusion and exclusion criteria,
interpretation of data, implications, risk faclors, references, any sponsorship by the
committee members.

The study will be conducted by them from 18" September 2019 to 17" September 2021.
The implication of the study assets the Improvement in student's performance after
assignment given to them

It was ensured that study was undertaken as per ICE guidelines.
The permission was granted to conduct the study by the committee members

Application form for permission of research project was duly signed by Chairperson and
Member secratary.

Meeting ended with thanks to Chairman and All Members.

5 MEETING END

Meeting Schedule End: 04.30 pm
Meating Actual End: 4.50 pm

Dr Devendra R, Chaudhari.

Member Secretary
DUPMCH

Page 2 of 3



Appendix Il

INSTITUTIONAL ETHICS COMMITTEE

DR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL
JALGAOMN, DIST, JALGAON. 425309 MAHARASHTRA

OFFICE: Member Secretory-IEC, Professor, Dept. of Pharmacology

Phone, No. [Ofics) 02571366457 (Fax] 027-18B6640 Webaite. hilpiffarvew. dupmenc. inf
-

APPLICATION FORM FOR PERMISSION (ETHICAL CLEARANCE)
OF RESEARCH PROJECT (BIOMEDICAL RESEARCH ON HUMAN])

M_B.:* Ta be submitted in TRIPLICATE. Gne copy will be returned to the department
after approval.

(*To be preserved by 1EC for minimum 15 years.]

. Title of the Researgh B nj:::tj Dissertation

1¢ EU{: ,L‘.“ A w-.iu‘L

CQ.":‘L@;VL’*% f_ Hos f_{-“h wd Weaanliies 5154":1. 1 ;{
J

. Mame of the Principal Investigator/

i

. Nama of the co-investigator/
- el ;

R .Q,n..rmfnzi fact C By ey,

. 1) sipnature of Principal imvestigator/
UGG shudent—

*

1]} 51:n=turu of co- hvuﬂaatun’ @i

i} Signature of HOD of Princlpal Investigator/UG/PG student:
{with seal) ﬂ# D.'E'J,r'- . ﬂ_::h?h.

ofessor & HOD

Dept of Bathology
0o, UThas Patil Madical College & Hoapiy
Jalgaon Kh, Jolgaon

7&&4{}"

L Ly |




iv) Signature of HOD of other Departments involved [with sea 1

-

(For IEC Office use only) Sr. Mo
3, ] AR
1) Date of Receipt by IEC [submissi—-on of ppplication} ——————.
2] Date of resubmission to IEC ————
3} Date of IEC meeting =
4} Decision of IEC: APPROVED, RESUBMISSION/ REJECTED.
5} IECdecision conveyed ondate: =0 .. i
CHAIRPERSOM MEMBER ARY
LE.C. IFEC.
5] Place whera research work will be carrled aut
v A
[A)AL DUPMCE&H ABROUS e DR
[Permission letter to be submitted If outside DU PMCEH)
{CUPMCEH — Dr. Ulhas Batil Medical College & Hospital)
=

6] Time perlod required for cempletion of research preject and it's analysis:

2 yenad

7} Risk factor for the patlent (give details): M oevan

L rﬁ.l Procedurall:

-r_aﬂ_

i

LR v pg—



B} Adverse drug reaction (ADRS):

C) Invasive investigations (if any):

D} Explain the measures to counter the above risk factors:

) Detalls about research project
{2} Cbjectives:
(o) Current knowledge about the research subject:
ic) Research plan:
(d} Implications:
(e} Cenflict of interest:
[f] Risk factors:
[B) Biblisgraphy/List of references:
9) Details of financial burden involved and how & will be met:

10) Whether the research project is sponsored: EEE,.I'NE/

sponsoring authority: (1) Industry {2) Government (3) University (4] ICMR
(5} Any other (give details).

11} Any other relevant Information;

= 1g



Enclosures;

= 4 copias of research pretocol jon A-4 slze paper anly) with appendices
(As per Schedule ¥ of Drugs & Cosmetics Act) should be enclosed |.e. detailed

infarmation about Investigational products.

{a] Patient Information sheet,
(b} Informed consent form for subject participating in clinical trial
{In English/Marathi/Hindl) (appendix V).

{c) Case Record Form (CRF)

(d) Undertaking by the investigator {Appendix Vil

el Stability testing of new drug (Appendix %)

(f) Content of the praposed protocol for conducting clinical trial (Appendix X)

g} Dataelements for reporting Serious ADR/ADE occurring in clinical trial,
[Appendix X

(h) Study Flaw Chart if any.

(i} Mews paper publication matter for subject recruitment if any.

(i} Funding details of sponsor or permission letter of other institutions if any,
regulatory clearance llke DCGI/FDA approval for drugs not marketed in India,
ICMR approval far global multi-centric trial.

{Strike out 'which |5 not enclosed).

L]

W
i

| declare that | shall follow National and International Goad Clinical
Practice {GCP) guldelines In conducting the above'dinical research project,

W

Signature of Principal Investigator.

1} Principal Investigater should be prepared to give 10 minutes presantation on
OHP/Power paoint to IEC when called.

2} Irvolved Traditional Medicing Doctor as Co-Investigator for research an
Traditional Medicine,

1

-
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Appendix ll

hirau aner Channel Onl

To

The Chalrperson,
[EC DLIPKICH,
lalgaon.

sub: Submisston of Synopsis of research pratocol for Ethical
Clearance.

Respected Sir/Madam;,

- i
| the undersigned, Dr... V“-" ’i"“”"‘“i 'h ?' E .hereby submitting
synopsis of my research pr ntuculfpﬁ-d#amaﬂmfnr -E.'l | df.-araruze Eindly

cansldar it for approval from ethics commitiee.
| am submitting herewith Title of Synopsis as mentioned below & as
suggested by my aforesaid Guide.

| Title of 5‘fnnp5h5 : : i |

I:‘:DCLW"L ﬁid@ilj W\:—ﬂ{p_{;w ol 1o :@umriuﬂf Az
A, e (Ll s :.'.-ej's/iam [Liceres

K.l-ﬂdl’ﬁl'ljﬂ = neadiul.

W
By Vil L e
%_/“ ‘{Candidate name and signature)
1Hm': name mﬁz with Depi seal)

{Suida-name and 5|pi\atuna] )
oo Patil ), ( Prn'[“ﬁ'"" & *’m‘D

& J'n.r*._.L-'-H'i*f
(P4 gu.ﬂf:df hﬂd Dept ol Panalogy

L
L|I|I.I 5|.‘a__...|r'|.'lr| i
l'H ._1E-'|q_d| :lg I'l

L)



Appendix Il
INSTITUTIONAL ETHICS COMMITTEE

DR, ULHAS PATIL MEDICAL COLLE GE AND HOSPITAL
JALGAON, DIST, JALGAON. 425309 MAHARASHTRA

ber Secretory-1EC, Professor, Deptl. of Pharmacalagy
SEEEAR W ehaite, NHp www dupme. ac.ind

QFFICE: Mem
—
Phone. M, [DiNce] DZS7-ZREEEST |Fax) DIST-2

APPLICATION FORM FOR PENMISSION [ETHICAL CLEARANCE]

OF RESEARCH PROJECT (BIOMEDICAL RESEARCH ON HUMAN)

w.B.:* To be submitted in TRIPLICATE. One copy will be returned ta the department

afeer approval.

(*To be preserved by [EC for minimum 15 years.

1. Title of the Research Project/ Dissertation
| eress Bhudy  Pnang wedfeal

ﬂ&m_%%qw & dloed Besn dnjecrions ord
MecauMmre 48 puevent them in Poul i cond dpeciad Madical

2. Name of the Principal Investigator  Pusceduies.
Under/Past graduate student: -

3. Name of the co-investigator/
UG/PG guideTrial monitor
(if applicable)

&, 1) Signature of Principal nvestigator/
UG A student:
il) Signature of co-Investigator/
_ UG/ /ra pulde/Trial moniter: Tt Ef :

11y signature of HOD of Principal Investhgator/ UG/ PG student:

[with seal}
Deqt, of Patheloly o
17 mhnth'tl'u'.-'l.‘:ﬂ"f'-r‘ilﬂﬂ"":\';'.l'! & Hospliak

Jalgaon i, Jalmaon



iv) Signature of HOD of other Departments involved (with seal):

——

[For |EC Office use only] &r. Mo
(BTt SRS A "
1] Date of Receipt by [EC (submissi——on of application) —
#} Date of resubmission to [EC i R
3} Dateof IEC meeting e

4} Decision of IEC: APPROVEDY RESU BMISSION/ REJECTED.
5) |EC decislon conveyed on date: r—

CHAIRPERSON MEMBER SECRETARY
LEC lLE.C.

5) Place where research work will be carried out

tﬁﬂut DUPMECRH (B) Qutside DUPMCEH.
{Permission letter to be submitted IF outside DUPMCEH)

{DUPMCEH ~ Dr. Ulhas Patil Medical College & Hospital)

6] Time pariod required for completion of research project and it's analysls:

T oman s

7} Risk factor for the patient (give detalis);

A Procedurall:

—




B} Addverse drug reaction {ADRs):

——

C) Invasive investigations [If any}:

—

D} Explain the measures to counter the above risk factors:

—_—

8] Details about research project
=) Objectives:
{b) Current knowledge about the research subject;
ic) Research plan:
(d) implications:
le} Conflict of Interest:
() Risk factors:
(8] Bibliography/List of references:
5] Details of financial burden Involved and how &t will be met:

10) Whether the research project ks sponsared) ?E@

Sponsoring authority; (1] Industry (2] Government (3] University {4] ICMR
{5} Any other (give dotalls).

11] Any other relevant Information:

_—

e |



Enclosurss;

* 4copies of research protocol (an A-4 slze paper only} with appendices
{As per Schedule ¥ of Drugs & Cosmetics Act) should be endosed i.e. detailed

infarmatian about Investigational products,

{a] Patient infermation sheet,

Informad consent form for subject participating in elinical telal
[Ian':ll.'hr,."Hinl:fI] (appendix V).

{t) Case Aecord Form (CRF)

{d} Undertaking by the investigator (Appendix Vi)

(e) Stability testing of new drug [Appendix X)

(f} Content of the proposed protocol for conducting clinical trial {Appendix X

(g} Data elements for reporting Serious ADR/ADE occurring in dinical trial.
{Appendix XI)

(h} Stidy Flow Chart IF any,

{lj Mews paper publication matter for sublect recruitment if any.

{}l Funeling details of sponsor or permission letter of other institutions if any,
regulatory clearance like DCGI/FDA approval for drugs not marketed in India,
IEMP approval for global multi-centric trial.

{5trike out which is not enclosed).

Ny
"
!

| declare that ! shall follow National and International Good Climical
Practice (GCP) guidelines In conducting the abave dinieal resoarch project,

Kperikl SHIVATL Buosie -

Signature of Principal investigator.

1] Prindpal Investigator should be prepared to give 10 minutes presentation on
OHP/Power point to IEC when called,

2] Ipvelved Traditional Medicine Dactor as Co-Investigator for research on
Traditional Medicina.

=
14



Appendix 111

Through Proper Channal Only

To

The Chalrparson;
IEC DUPMCH,
lalgaoi,

Sub: Submission of Synopsis of research protocol for Ethical
Clearance.

Respected Sir/Madam,

| the undersigned, Dr.. BEELLLL . Bt b ad ...hereby submitting
synopsis of my research protocolf PG dissertation fw E‘thftEll .:Iearam:n Kimdhy
consider It for approval from ethics committee.

I am submitting herewlth Tithe of Synopsis as mentioned balow B as
suggested by my aforesald Guide.

Tueulﬂwnpms - = ”
R G e e Tl S i

arys ﬂ.ﬂl auer 'k
' m.;.ﬁml 'FB*‘:'I'H""'E aard aﬁuﬂ edical Peg codusos.

[:,'ml:ﬂl.r do the neediul.

' WOHRITIN - BMIVATL -QHOME
‘{Candidate name and signature]

. ﬂ}g.ﬁfi’&.—
B Vi ¢ N 2 F

(Guide name and signat [HOD name and Signature with Dept. seal}

Protessor & HOD
Dent. of Pathology
v Ulhas Patil Medical College & Hospitai
Jalgaon Kh, Jalgson

av



