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i1,
iv.

1,

viil.

hazard to the trial subject or when the changes involved are only logistical or
administrative in nature.

I agree to personally conduct or supervise the clinical trial at my site.

I agree to inform all trial subjects that the drugs are being used for investigational
purposes and I will ensure that the requirements relating to obtaining informed consent
and ethics committee review and approval specified in the New Drugs and Clinieal Trials
Rules, 201g and Good Clinical Practices guidelines are met.

1 agree to report to the Sponsor all adverse experiences that occur in the course of the
investigation(s) in aeccordance with the regulatory requirements and Good Clinical
Practices guidelines.

I have read and understood the information in the Investigator’s brochure, including the
potential risks and side effects of the drug,

I agree to ensure that all associates, colleagues and employees assisting in the conduct of
the study are suitably qualified and experienced and they have been informed about
their obligations in meeting their commitments in the trial.

I agree to maintain adequate and accurate records and to make those records available
for audit or inspection by the Sponsor, ethics committee, Central Licensing Authority or
their authorized representatives, in accordance with regulatory provisions and the Good
Clinical Practices guidelines. 1 will fully cooperate with any study related audit
conducted by regulatory officials or authorized representatives of the Sponsor.

I agree to promptly report to the ethics committee all changes in the clinical trial
activities and all unanticipated problems involving risks to human subjeets or others.

I agree to inform all serious adverse events to the Central Licensing Authority, sponsor
as well as the ethics committee within twenty-four hours of their occurrence. In case, of
failure to do so, 1 shall furnish the reason for the delay to the satisfaction of the Central
Licensing Authaority along with the report of the serious adverse event

The report of the serious adverse event, after due analysis, shall also be forwarded by
me to the Central Licensing Authority, the Chairperson of the ethics committee and the
Head of the institution where the trial has been conducted within fourteen days in
accordance with the regulatory requirements.

I will maintain confidentiality of the identification of all participating subjects and
assure security and confidentiality of study data. xiii. I agree to comply with all other

requirements, guidelines and statutory obligations as applicable to clinical Investigators
participating in clinical trials.

25 valay

. Signature of H._..ﬁmmﬁm_iu_. with date.



INSTITUTIONAL ETHICS COMMITTEE

DR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL
JALGADN, DIST. JALGADN, 425309 MAHARASHTRA
OFFICE: Member Secretory-1EC, Dept. of Pharmacology

Phani. [Office] D257-13LE65T Fax] 2572306548 v chsage. htip: WA, CLgImL S|
Covering letter

Through Proper €

pate- 25| OBl ad

Ta

The Chairperson,
IEC DUPMCH,
Jalgaon.

sub: Submission of Synopsis of research protocol for Ethical Clearance.
Respected Sir/Madam,

| the undersigned, OT/Mr/ Mrs....SH ETA . Ao MDA hereby
submitting synopsis of my respdrch protocol/ PG dissertation for ethical clearance. Kindly consider il
for approval from ethics committee.
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1. Title: Prevalence of risk factors in
Jal India

care centre in

2 Introduction

* Kidney stone disease 15 a common clinical problem worldwide. It is the
formation of stones in Kidney by the suceessive physicochemical events of
supersaturation, nucleation and aggregation, which eventually culminates
in retention of stone,

* The epidemiology ol nephrolithiasis differs according to geographical area
in terms of prevalence and incidence, age and sex distribution, eating
habits, sources of drinking water etc. Data studies show rising global
prevalence of nephrolithiasis, Risk of developing nephrolithiasis in adults
appears o be higher in the West (4% in Germany, 5-9% in Europe, 10-
12% in Canada and 13-15% in US) than in the East. Nephrolithiasis is
common in ages of 40-49 vears in the US; 50-59yrs in Japan. H igh risk of
nephrolithiasis has also been found in Asian and third world countries
such as Saudi Arabia, India, Malaysia, Thailand etc.

* In India, urolithiasis affects 2 million people every year. The "stone belt"
occupies parts of Maharashira, Gujarat, Rajasthan, Punjab, Harvana, Delhi
and states of North east. Stone patients from North India were found to
have a high rate of consumption of oxalate rich foods, dairy products, and
alcohol. In India, 12% of population is estimated to have renal stones. out
of which 50% may progress to renal damape or loss of renal function.
Nearly 15% of people from Northern India are affected with kidney
stones. Prevalence of nephrolithiasis in Indian males is 10.60% while that
i5 fenales is 7.10%,

* Kidney stone disease has gained increasing significance because of its
rising prevalence, and also due to its tendency to recur within 5 to 10
years. Epidemiological studies indicate that factors like Age, Sex, Tace,
ethnicity, geography, climate, cccupation, socioeconomic status, daily
water intake and dietary habits of an individual influence kidney stone
formation and recurrence.

* Food patterns are among the major factors for renal stone formation. In
the context of Indian diet, there is a collection of different tastes and food
products. Several communities in the country are vegetarian, although
there is still a large range of non-vegetarian recipes. Increased urinary



calcium exeretion is attributed to animal proteins. Oxalate stones are a
result of diets rich in spinach, tomatoes. beetroot, sweet potatoes and
almonds. This food pattern in Indian culture attributes to high incidence of
nephrolithiasis specially in the "stone belt™. An equally erucial factor is
the frequency or amount of water consumption, hard/soft water and the
sources from which these populations obtain drinking water.

3. OBJECTIVE

Primary objective:

The aim of the study 15 to determine the prevalence of risk factors in
kidney stone patients in our hospital-a tertiary care centre in Jalgaon.
Secondary objective:

To provide evidence for the formulation of evidence-based changes in
lifestyle and cating habits, as well as creating awareness regarding
preventive measures,

To update an essential database with details of patients with kidney stones.
highlighting the risk factors which attribute to the condition.

4. METHODOLOGY':

The type of study is Cross-sectional type of epidemiological study.

Study setting- The data will be collected from patients who are currently
admitted to the Surgery ward of our hospital with diagnosis of renal
caleuli.

Study period- Total of 9 months from May 2021 to February 2022.

Study population- All voluntary symptomatic patients diagnosed with
kidney stones and admilted to our hospital,

All patients in the sample of 100 are given self-administered questionnaire
and relevant information is obtained by medical case history.

3. METHOD OF COLLECTION OF DATA

This is a hospital-based study conducted in Department of Surgery,
DUPMC&H, Jalgaon, Maharashtra, India.



* After taking written informed consent, patients with clinical features of
nephrolithiasis and radiological confirmation of obstructive ealculus will
be included.

* Information regarding residential address, daily volume of water
consumption, eating habits, and source of drinking water will be collected
from 100 patients with obstructive kidney stones.

e Some of the relevant information about the patients will be obtained from
medical case history,

* [Inclusion Criteria:

Age between 10 and 80 vears
Temperature- atebrile or below 37 C/98.4 F
Pulse between 60 to 100 beats per minute
History of vaccination

Qo Q0

Exclusion Criteria;

Age less than 10 and more than 80 vears
Previously operated for renal stones
Temperature- above 37.5 C/99.5 F

a0 0

6. Data collected which will be coded, entered. validated and analysed using
Microsoft Excel,

The current study will be carried after approval by ethical committee of
hospital. The study involves analyses of available data. The study maintains
confidentiality of all the patients involved,

8. IMPLICATIONS

* Dula obtained from this study can be utilized for screening larger
population for better public health.

* To review the trends of nephrolithiasis in our hospital as this study has
not been conducted previously,

* To create awareness among the local population regarding risk factors
and possible preventive measures,



9. REFERENCES

1.

Prakash R, Arunachalam, Narayanasamy. Prevalence and socio-
demographic status on kidney stone patients in Thanjavur district.
Tamil Madu, India. Int ] Community Med Public Health
2019:6:1943-7..

Faridi MS, Singh KS. Preliminary study of prevalence of
urolithiasis in North-Eastern city of India. J Family Med Prim
Care. 2020,9(12):5939-5943. Published 2020 Dec 31
doi:10.4103/jfmpec.jimpe_1522 240.

Mitra, Pubah & Pal, Dilip & Das, Madhusudan. (2018). Does
quality of drinking water matter in kidney stone disease: A study in
West Bengal, India. Investigative and Clinical Urology. 59, 158,
10.4111/icu.2018.59,3,158..

Sofia, H.Nalini & Manickavasakam K. & Walter, Thomas M.
(2016). PREVALENCE AND RISK FACTORS OF KIDNEY
STONE. Global journal for Research Analysis. volume 5. page
183-187.

Khalili P, Jamali Z, Sadeghi T, Esmaeili-Nadimi A. Mohamadi M.
Moghadam-Ahmadi A, Ayoobi F, Nazari A. Risk factors of kidney
stone disease: a cross-sectional study in the southeast of lran. BMC
Urol. 2021 Oct 821(1):141. doi: 10.1186/512894-021-00905-5,
PMID: 34625088; PMCID:; PMCR499392,

Shah P, Baral R, Agrawal CS, Lamsal M, Baral D, Khanal B,
Urmary Caleuli: A Microbiological and Biochemical Analysis at a
Tertiary Care Hospital in Eastern Nepal. Int I Microbiol. 2020 Sep
12;2020:8880403. doi: 10.1155/2020/8880403. PMID: 33005194:
PMCID: PMC7503111.



004

H

Y

3

n 3 v | 1w

NIV W | wo

53N 3 AN| jo| 4o
015 ALLDN azs| W Y | DY N
40 | | ¥isgo | eumsy| 3l LN | NI A OILY
"ON 40 | sediejjun | v [ {l 4| 40 | Uqigy | NiEn
141 NOI | Jonignid | AT | /oilv3a | pAwlaNiN | 0D | D | owod | 40°
| 0L |1wI01| NVISLD |IVO | ¥NWS| WUVIWO'HS | 3ud | Jud | ANV | D3ud

¢

43
L¥M
BN
Nidd

10

oY

| nos

OHO
=1L

NN
QNG

SIH

A
¥

TN
¥i
40

dAl

12
N3O

Ollvd
N0

W W

< 0w

&



JRIPSTILIL T2 BTN 0 ATESEDAT 1AM danxs “UESTHPUALLE 1]} J0 SaqIuIod S8

ap wory uomido A|qRINOAE] 10 [zanidde pajuaUNoOR PUE MatAd aoud pue iosuodg

i Aq juswaide noyitm [od001d At Jo safupyn 10 wio1) monEwap Loe juawaidun

j0u [ [ ‘[esojoud JURLIMD AUl M SDUBPIONE Ul Apnis ay Jonpuod o) aude | 1
pauie}go Uaaq aaey sfeacidde A101B[NEa1 PUE ST

sampja AIBSSE09U [[B [Hjun ApT3s auj widaq jou ([ | Apms aig} jonpuocd o] UOT)BTLIONUT

f{igssaoau 9y B Sumejuod 1 JEi) 2aife pUE oocjoad [EoTUIED AU} pamataal ARy | 1

TPETIRn |41V (s MR F

CWTANT CUwLUIERHYW C joulvE T

LAY IVHY Cupilwal NE o gundilyd 3INOLS
FaNQia  we3 YUY a5y Do 3anwA3IYd

Iojednssau]

ayy Ag palonpuod agq 0] [eL [EIUTR a1 0 (fuw ;1) Jaqumu £pmg pue apiL (0d010id -

1IN

‘SUOIESHEaANT AL] J0 JANPU0D S Ul 1ojednsaau) ay Junsisse

S M Ooym (sI0jeBysasul-qns 10-07) UIEa) UDIEDSAL 2y} jO S1aquIaul JAM0 Al JO SAEN

,.&L{ﬂ L HAIWING DAX

-Apms 2yl JO Mataal

Fumumuoes pue acidde 10) spqisuodsal §) B 29UMUWED S Y} JO SSAIPPE PUE AWEN

1IN

“ApIgs Uy Ul pasn aq o) saniae} L1ojeloqe] [EAIUL[D [[# JO SSAIPPE PUE AWEN

LOT Sph  -neHL
GoT e NHT Yogooprd

WLIIOH % 39AN0?  WoaIH  Tudd syHN -0
(suoneayenb
10 sjUaLRYE]S 1a1Ro Aue 10 Jaquinu uonensifal puno) mapagy Surpnpul sjtelap LPRNY) (e

[T 81 103 Jojelnsaanr s AeEnb jEy) sduapedya p Sunnen) ‘UOREINDY pajanpuod aq

[[IA [BLL} [ROIULD 1) oM LIoe] 1130 1o [epidsor] ‘afiajjo [eipaw B1f) JO SSAIpPPE PUE auren -

TooQhl — Y04 © ayyads WoldaW
S ygiaH ALY IS, S

O ot 1N S S B L
(2oyeSusasu] redoung
Ou §1 2191 UAM srojeSnsasur 10} tojeSnssau rduLig 1 J0 AN PUB SSPPY SUWIEN [[ng

:xojesnsasuj 213 Aq Supjeliapuy)

-
LY



‘ayep yim a0jefnsaau] jo anjeudis ¢
Ve[ ho(S?

-

‘greuy pestur w sujedionred
s10jefnsaau] [earul o} ajqeadde se suoeSygoe Loines pue saulapmd ‘syuawaiinbal
Iatpo M s fdwos 01 sadie 1 0 eyep Apgs jo AJIRQUIPHUOD PUR AJINIS INSEE
pue spafqns Funedioned [[B Jo UORROYRUIP! AR JO QIEHUSPLUOD UlRUIEW M [ X
susaimbar AojenEal a1 LM S0UEpIoIDE
L m.._ﬂ.wﬁ USaLIN0] Ul palalipuod U2ad Ser) [EHE 8] SialMm Torjjrsul U1 Jo PEIE]
3t} pUE 2a3IUII0D SAFA Ay Jo uosiadiey) ay 'AIOnY JUisuast] [ejua)) ayj of s
£ papIeso] aq Os[e |[BYs ‘SISA[EUR 20p 1AYPE ‘JUSA ISIaApE SNOLAS I Jo podar Ay, X
1UDAD DSIDAPR SNOLIAS A1) J0 Lodal au) s Fuope Auoyny Suisuaar
[EIJUS) A JO UOLIEIsHES au) 0] AR 1) 10} UOSERL AU} YSILID [[EYS | 05 Op 0 adnjey
JO ageDd U] "aUBLINII0 J121[) JO SI0Y IN0J-AJUaM] UM 33]1IWUI0D 3]s 9] S8 [[aMm 58
Joguods A{Loyiny SUsuasey [Rausn o) 0] S1UIAD DSISAPE SNOLIAS [[8 ULjul 0J 32d8e | X
*SI[I0 10 §19alqns ey 0 $3811 Sutajoaut siajqold pajednueun [[# pue saniAboe
[BLO [BJIULR A1) Ul SaSUByD [[B Aajuumed sagia sl o jodad Apduroad oy aaade 1 ';
“1oguodg o 10 saaneiuagardal pazuogine 10 sprdijo L0jemEal Aq paanpuod
Npue pajear Apnis Aue Qs aeiadond AQng [ [ CsaurEping soon0Rld  [ENUID
poon atp pue sucisold ArojemEal giim a0UBpIoINE Ul ‘saanejuasaidal pazuone
10 Auomny Suiguasty (enuan ‘aannumod sange ‘ansuodg ayy Aq uonsadsul 10 JIpne 10)
S[QE[IEAR SPI0DA1 25011 XL 0] PUE SpI0Ial A]EINIIE puE ajenbape upjume o) saide | WA
“[BI14] DU U1 S]LRUIILILIOD Nat) Sunasu u suonesiqo J21
Moqe pauuojul uaag aaey A1) pue pasusuadye pue payrenb Lqeims ane Apnys ag
10 190PUoD 3 ur Sunsisse saadojdom pue sanfeaqoo ‘SainI00SSE [[B ey Mnsua 0} 3a18e | 'TIA
‘Brap ot jo s10a)a ap1s pue sysu eHuajod
I BUIPNRUL ‘BINLD0IG § I0VRFNSIAUT S| U] UONBULIOJU] SI[] POOJSIIPUN PUE PEATI IABY | 1A
'SAUIRPIME sa0nIel
By poosn put sjuswzambas AzoemBal s i souepaodoe wi (s)uonednsasul
a1} JO ASINOO 211 UL N300 e saoualadxa asmape (v aosuodg oy o) Modar oy aaaBe 1 A
"JRLL ATe SaUlapIng a0l 0Bl ] [BUI[D) Poon) PUE 6108 "sajny
SRILL [BAIUID PUR SENA(T Man oy ut payads jraordde pue Matadl 33171WUED SITIS pue
JUSSUOD PALLLIOTUL BUIUEYQO 0] FUnR{aL SUBWannbal ay) 1) aInsua [[iv ] pue sasodind
[euonEdnsasul 10} pasn Buiaq aae s3nip oy ) spelgns [RLn [E ULIoju 0 aaife | ‘Al
“a)18 AU JB [ern [esnna o) asaadng 1o janpuod Lruosiad o) aaxge I m
RITJEL Ul SAQEISIUNLpE
10 EoysiBo] Auo aae paajoaur safumip a1 uaym 1o Joalgns ELy oy o plezey



uoeb|epy %%m%t%ﬁqﬁcm_m pUE SwWeEl QOH) (2snjeudis pue sweu aping)

shafnn [esthaly e & \dﬁzﬂ}

Aisbungrusg) jo oG
_.“__mmI 2 10858]0)

{aunjeud)s pue aweu Jojedjsanu (edoung)

HgNE oy HLIMHS

-

napaau @yl op Alpury

FIANI Uy L HS o

CHOVWTRE i FWLNAD Jub0 RBLEAL N g adiLwd

ANOLY  R3pGiA god S0l A5\ o Apravnavd
sisdouds jo apnn

-aping piesaloge

A bg paisafing se g moRg pruoiiual st ssdouls 1o S Yimasay Fugns we
..wwu.—_E LLIOD .mu._._.-“_.m E.nI"_. _.m.-_.ﬂ._n_.n_m h._u._

W d2psuDa Apury "20URIE3|D |BIY1A S0 ua|IBUSsEp Of floaoyoud Yaieasas A yo sisdouds Juj1pLegng
EWLM...—! PSR ...u..r.l- _._L__.J.L..m..u_..ru. i .._n.‘_ T .__m__..._....m .__..“_.__” Tn,ﬂ._ :.:....m.-r-._ .___..;___L.___.n..ﬂ __ﬂ_m _.._u“.mLh'ﬂ._.._.J u._.._ 1]

"wepe /IS paadiay

SULIES|] [EYAT S0y [oa0j0rd Yaueasas jo sisdouds (o uoISSILIGNS 1gng

‘uoed|er
"HIWANG 231
‘uosiaddieyy ayy
oL

1[Rofsz Tweg

Rjup [RudEy) Jadoly Yanoagg

day3a| uE.u___Eu

i dngy .__....._,‘_._.h_....n._“_____m “AjiE]a, C
Adojoaeuueyy jo 1dag um_,EEEEm bn_EuE 33440
VHIHSVUYHYW 60ESTF 'NOYOIYT "LSI10 ‘NOVOTYI
TILIdSOH aNY 3931102 192103W 1ILYd SYHIN "Ha

J3LLINWNOD SDIHLI TYNOLLALILSNI




INSTITUTIONAL ETHICS COMMITTEE
DR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGAON, DIST. JALGAORN. 425309 MAHARASHTRA
OFFICE: Member Secretory-1EC, Dept. of Pharmacology
Fhone, Tvo, [Oice] DZ57-2366857 [Fan] 02572365088 VWEbatie, TP woww Ve e

T T

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

M.B.:* 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 of the Research Project/ Dissertation
PRENALENLE oF AWK FACTORS  £08  wipney cTonE
.“..._u_n_.ﬂﬁ?_h._n.._...' i i J.#..ﬂ_._._w___“___u__ﬂr.u _l_m._l.__.,._._.h__.n” | pd u.___..n_.ﬁ_._:_u_-_”_?._ ; pAf- A B ALRITAA INDIA
Signature
2. | Mame of the Principal Investigator/
::.m_.m-____—__nmn graduate student: %
CHWETA A- MANDLIE S
3. | Name of the co-investigator/s (if applicable) - ;
s ST
) DR SHETYASYH SorifiuafME AE-%EE_“.L
i)
i)
)
4. | Name of UG/PG guide 2 __
5. | Name of Trial monitor / co-puide .P _.nt}.\
PR~ SHIVATT S b UL AD T{_ M ry
6. |HOD i i : _H TR g
of Principal Investigator /UG/PG student H_.___.__E...mnu.._.—”r nr_..u__.._ ._ iy .a dacn
BAr SHANATT  LADULWAD :eﬁ@ _ o
7. | HOD of other Departments involved _“____"____._._n: seal) |




8. | Place where research work will be carried out >
2. At DUPMCE Yoo / No
b.  Cutside DURMCEH. Yes Mo
(Permission letter to be submitted if outside DUPMCEH) Yes / No
9. | Time period required for completion of research project From —To {Date)
il :
Lt 19| 04f 2020 = 50/05)2021]
10, | Risk factor for the patient (give details):
A} Procedural
s B] Adverse drug reaction [ADRs)
C] Invasive investigations (if any)
D) Explain the measures to counter the above risk factors.
11. | Details about research project must include Yes o
ia) Project tithe id
ib} &Aims and objectives: “__.f_
[c) Introduction {Current knowledge about the i
research subject) shortly why you have chosen this Ay
topic T
{d} Materials and methods (Research plan and its
implications) M =
(e} Statistical analysis A
{]  Conflict of interest: ,..:L_
(gl Risk factors: L =
{h) List of references: ._.mu
.J: A




INSTITUTIONAL ETHICS COMMITTEE

DR, ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGAON, DIST, JALGAON, 425309 MAHARASHTRA
OFFICE: Member Secretory-IEC, Dept. of Pharmacology

Detalls of financial burden involved and how it will be met:

win

Whether the research project is sponsored: Yes [ NO

14,

sponsoring authority: {mention the name)

(1} Imdustry

(Y Government

{3) University

{4} ICMR

(5) Any other [ghve details).

A5:

Any other relevant information:




institutions if any, regulatory clearance like DCG1FDA
approval for drugs not marketed in india, ICMR
approval for global multi-centric trial,

Attached Mot Mot
attached | applicable
1 | Patient information sheet -
2 Informed consent form for subject participating in —
clinical trial (in English/Marathi/Hindi)
3 | Case Record Form (CRF) "
4 | Undertaking by the investigator P
& | Stability testing of new drug -
& Content of the proposed protocel for conducting -r\.\.u
nmmjmnm- J.H__m— IIIII e e e e E N —
7 | Data elements for reporting Serious ADRSADE occurring B
| inclinical triat, )
8 | Study Flow Chart if any. R -
9. | Newspaper publication matter for subject recruitment
i o
fany. . 8
10 | Funding details of sponsor aor permizsion letter of other

\

[Attach 10 hard copies of enclosures + 10 hard ¢

sl

APPROVAL submit one soft copy to IEC, DUPMCH, JALGADN.}

opies of :mmmwnﬂ: PROTOLCOL and after |IEC

| declare that | shall follow Naticnal and Internaticnal Good Clinical Practice [GCP)
guidelines in conducting the above clinical research project.

Signature
Principal Investigator.

1} Principal Investigator should be ﬁ_qmum_qn.n_ to give 10 minutes presentation on OHP/Power

point to 1EC when called,

2] Invalved Traditional Medicine Doctor as Co-investigator for research on Traditional

Medicineg,




INSTITUTIONAL ETHICS COMMITTEE

DR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGAON, DIST. JALGADN. 425302 MAHARASHTRA
OFFICE: Member Secretory-lEC, Dept. of Pharmacology
Fhane, Mo, [Offica] 0257

(For IEC Office use only)
1 Sr. No given to project
T Department ﬁm S5
= F

3 Date of Receipt by |EC

{submission of application) 1S o G o
4 Date of resubmission to IEC \ o M R Jl.__
5 Date of IEC meeting ._ = PE..I U
[ Decision of IEC:

APPROVED/ RESUBMISSION/ REJECTED
7 IEC decision conveyed on date 1o =L

Y

MEMBER SECRETARY
IEC, DUPMCH

CHAIRPERSOMN
IEC, DUPMCH




1.

Undertaking by the Investigator:

Full name, Address and title of the Principal Investigator (or Investigators when there is no
Principal Investigator)

SHWETA A MARDLLE

T=1, any,  CAPITIL HE I H TS

MEDICAL SAUAMRE, wWAMPURS 440003

Name and address of the medical college, hospital or other facility where the clinical trial will
be conducted: Education, training & experience that qualify the Investigator for the clinical
trial (Attach details including Medical Council registration number, or any other statements of
qualifications)
DR ULHAL  PATIL MEBICAL (OLLEOE § HOSPITR
MH=4 | BHUSAWAL 404D

YALOADN - 415 1p9

Name and address of all clinical laboratory facilities to be used in the study.
NI

Name and address of the Ethies Committee that is responsible for approval and continuing
review of the study.

LEL, DUPMLH J%aﬁ

Names of the other members of the research team (Co-or sub-Investigators) who will be
assisting the Investigator in the conduct of the investigations,

8 s I

. Protoccl Title and Study number (if any) of the clinical trial to be conducted by the

Investigator. :
PREVALENCE  Df AN EAcTplS OR KADMEY

cTORE PATENTS N TEatisey  cpee CENTRE
T SALITATN Ezimﬁ.mm:ﬂr_ INDHIA

Commitments:

i. I have reviewed the clinical protocol and agree that it contains all the NECessary
information to conduct the study. I will not begin the study until all necessary ethics
committee and regulatory approvals have been obtained.

ii. T agree to conduct the study in accordance with the current protocol. T will not
implement any deviation from or changes of the protocol without agreement by the
Sponsor and prior review and documented approval or favourable opinion from the
ethics committee of the amendment, except where necessary to eliminate an immediate



iv.

Vi

vil.

viii.

xii,

hazard to the trial subject or when the changes involved are only logistical or
administrative in nature.

Lagree to personally conduct or supervise the clinical trial at my site, :

[ agree to inform all trial subjects that the drugs are being used for investigational
purposes and I will ensure that the requirements relaling to obtaining informed consent
and ethics committee review and approval specified in the New Drugs and Clinical Trials
Rules, 2019 and Good Clinical Practices guidelines are met.

I agree to report to the Sponsor all adverse experiences that oceur in the course of the
investigation{s) in accordance with the regulatory requirements and Good Clinical
Practices puidelines,

I have read and understood the information in the Investigator's brochure, including the
potential risks and side effects of the drug.

I agree to ensure that all associates, colleagues and employees assisting in the conduct of
the study are suitably qualified and experienced and they have been informed about
their obligations in meeting their commitments in the trial,

I agree to maintain adequate and aceurate records and to make those records available
for audit or inspection by the Sponsor, ethics committee, Central Licensing Authority or
their authorized representatives, in accordance with regulatory provisions and the Good
Clinical Practices guidelines. 1 will fully cooperate with any study related audit
conducted by regulatory officials or authorized representatives of the Sponsor,

I agree to promptly report to the ethics committee all changes in the clinical trial
activities and all unanticipated problems involving risks to human subjects or others.

I agree to inform all serious adverse events to the Central Licensing Authority, sponsor
as well as the ethics committee within twenty-four hours of their occurrence. In case, of
failure to do so, I shall furnish the reason for the delay to the satisfaction of the Central
Licensing Authority along with the report of the serious adverse event

The report of the serious adverse event, after due analysis, shall also be forwarded by
me to the Central Licensing Authority, the Chairperson of the ethics committee and the
Head of the institation where the trial has been conducted within fourteen days in
accordance with the regulatory requirements,

I will maintain confidentiality of the identification of all participating subjects and
assure security and confidentiality of study data. xiii. I agree to comply with all other
requirements, guidelines and statutory obligalions as applicable to clinical Investigators
participating in clinical trials.

a5 va)y

8. Signature of Investigator with date.

.-.-ll



All members of Institutional Ethics committee are

CIRCULAR

informed that meeting is arranged in Dean’s office on
18/02/2021 at 3.00 pm

All members are requested to attend meeting

Copy to all members

SriNo

MName

1

Dr, Parag R. Patil

Dr. Devendra R. Chaudhari

LFH]

Dr. (Mrs) Maya N.

Arvikar

Dr. Amrut Mahajan

Dr. Milind P. Joshi

Dr. Nilesh Bendale

Adv. Satish Gadge

Dr. Prashant 5. Warke

Prof. Girish A. Kulkarni

10

Mrs. Swara J. Waghodkar.

De
Dr. Ulhas Patil Medical

College & Hospital, Jalgaon
kh.



—

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

DR. ULHAS PATIL MEDICAL COLLEGE, JALGAON

/ INSTITUTIONAL ETHICS COMMITTEE
NH 6 [Jalgaon-Bhusawal Highway)
Jalgacn Khurd | Dist. Jalgaon) M. 5. Phone: [0257) 2366657
Pin - 425 300 Fax: (0257) 2366648

IEc/ 2021/ Minutes of Meeting DATE: 18/02/2021
Location:

Dean's Office

Recorded By: Dr. Chaudhan

1 MEETING ATTENDED BY

~ Sr. No. Member Name Designation Signature _
1. Dr. Parag R. Patil ﬁﬁ:m_qﬂmz = H}__..\. |
3 Dr. Devendra R. Chaudhari | Member Secretary o _\ ]
3. Dr. (Mrs) Maya N. Arvikar | Member i
4. | Dr. Amrut Mahajan [ Member Calppre—
5. | Dr, Milind P. Joshi Member "
e Dr. Nilesh Bendale Member Www- = |
7. | Adv. satish Gadge " Member e
8. Dr, Prashant 5. Warke Member
9, Prof. Girish A. Kulkarni Member

10. Mrs. Swara |, Waghodkar, Member @m:mu&hn
_ _

2 MEETING LOCATION
Dr. 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




P i

4 AGENDA

4.1 To discuss the research study of Dr. Vaishali Nagose (Prof. Department of
Pathology, DUPMCH)

“Effect of recent IAC guidelines for serous fluid eytology reporting, repeat sampling
and cell bloek on atypical cell categories in serous fluid cytology™.

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 crteria,
interpretation of data, Iimplications, risk factors, references, any sponsorship by the
committee membars.

2. The study will be conducted by them from March 2021 to April 2021. The implication of the
study assets the improvement in student's performance after assignment given to them

3. It was ensured 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 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

S

Cr Devendra R*Chaudhari.
Member Secretary
DUPMCH

Page 2 0f2



Appendix I

INSTITUTIONAL ETHICS COMMITTEE

DR. ULHAS PATIL MEDICAL COLLEGE AND HOSPITAL

JALGAON, DIST. JALGAON. 425309 MAHARASHTRA
OFFICE: Member Secretory-IEC, Professor, Dept. of Pharmacology
Phore, No. [Office] 0Z57.2366657 [Fax) 0157-2366648 Webalte, hatpianwns dupme e

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

M.B:;"® To be submitted in TRIPLICATE. Cne copy will be returned to the department
after approval.

(*To be preserved by 1IEC for minimum 15 years,)

1, Title of the Resgagch Projecy/ Dissertaion E5 , p
oot ot “ads G g O &ﬁ@@&@ﬁ&n

ﬁﬁﬁﬂé 4

3. Name of the co-investigator/

I e

LT sk Geowdloe

4. i} Signature of v::n.-.m_ E..._mﬂmmuﬂn_:__

it} Sipnature of nn..._._._._.mm—..h."_."n_:_q

[if} Signature of HOD of Principal Investigator  bEARG-irtemnt—
[with seal)

Professtr & HOD
DepL of Pathology
Or. Ulhas Patil Medical College & Hospital
Jalgaon Kh, Jalgasn



iv) Slgnature of HOD of other Departments invalved [with geal):

—_

(For IEC Office use only) 4. No
Dept........
1} Date of Receipt by IEC {submissi--—an of appiication) ——————-
2| Date of resubmission ta IEC R
3) Date of IEC meeting SIPTR

4] Decision of IEC: APPROVED/ RESUBMISSION/ REJECTED.
5] [EC decision conveyed on date: et Ce ] el

CHAIRBERSON MEMBER SE
LE.C. LEL,

5} Place where research work will be carried aut
(AlAt DUPMCEH (B) Qutside DUPMCEH.
(Permission letter to be submitted if autside DUPMCEH)

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

6) Time pericd required for completion of research project and it's ana lysis:

IENEY 2 IP

7] Risk factor for the patient (give details):

Al Procedurall s r.u_,.v.?_..rh_.ln

ad



B} Adverse drug reaction {ADRz):

C} Invasive ‘Mvestigations (if any):

D) Explain the measures 1o tounter the above risk factors:

- T
&) Details about research project A ﬁxr.m_n__w_;_\a\er_wﬁ... b

{a) Objectives: J LM.!M\..%HH -
(b} Current kn owiedge about the research subject:

(c} Research plan:

(d} Implicaticns:

(&) Canflict of interes:
(f) Risk factars:
fud Bibliography/List of references:
91 Details of finaneial burden involved and how it will bemet: -—

..\....1:.
10) Whether the research project is sponsored: ¥ES/NOD

Spensaring authority: (1) In dustry (2] Government i3] University {4) ICMR
{5} Any ather (Eive detalls),

11) Any other refevant Information:

35
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DATE - 24/12/2020
Circular - o

For all PG students and PG guides

_ Al PG students are requested Lo present their thesis topic in front &...HF
DUPMCH, Jalgaon, in PPT format initially ony flowing respective dates to finaline
the topic.

All PG guides of respective department must attend the session on .
respective dates of presentation. Alter that the final submission wil be taken in
proper protocol format,

Time table Is o5 follows.

TIMING = 2 TO 4 PR

E Department

1 | Medicine {5}PGs =

2_| Surgery (5} PGs

3 Anesthesia (4] & Pathology (1} PGs.
|4 [ OBGY {3} & Pediatrics {7) PGs

-2 Ophthalmology (3} & ENT (2] P&s =
g | Radiology (3), Psychiatry {2) & Chest T8 {any one out of |

| 1 TWO P s i £

| L2 IS, Ot (5) & Chest T8 fremuning ane PG) #Gs
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