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For submission of Research proposal to Institutional Ethics Committee
of MIMER MEDICAL COLLEGE

1. Full Name of UG/PG Student/ Faculty (Start with Surname):

2. Department:

3. Candidate admitted in the year:

4. Course and subject:

5. College Name & Address:

6. Title of Research Project topic:

7. Full name of Guide:

8. Contact phone humber of UG/PG Student/Faculty
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Check-List Enclosures

1. Title Page (Appendix 1)

2. Research Proposal
2.1 General information (Appendix 2)
2.2 One-page summary (Appendix 2 A)
2.3 Detailed plan (Appendix 3)

3. Participant related information (Appendix 4)

4. Informed Consent form (Appendix 5)

4.a English
4.b Hindi
4.c Marathi

5. Participant Information sheet (Appendix 6)

6. Certificate from HOD (Appendix 7)



Appendix 2

For submission of Research proposal to Institutional Ethics Committee
of MIMER MEDICAL COLLEGE

GENERAL INFORMATION
1. Title of the Project:
2. Name of UG/PG Student/ Faculty:
3. Name, Designation & Department of Guide:
4. Name, Designation & Department of Co-Guide:
5. Duration of the Project:
a) Period that may be required for data collection
b) Deadline for collecting data
c) Period that may be required for analysis of data

d) Deadline for analysis of data

6. SIGNATURES:

Q

. UG/PGSTUDENT/FACULTY:

o

GUIDE:

CO-GUIDE:

o

d. HEAD OF DEPARTMENT (PARENT/CONCERNED):

e. HEAD OF DEPARTMENT (OTHER INVOLVED):
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Appendix 2A
One-page summary
Title
Introduction
Aims and objectives
Materials and methods

Study implications



Appendix 3
Details of Research Project
1. Title
2. Introduction (including need of the study, purpose & background justification)

3. Aims and Objectives
3.1 Overall Aim
3.2 Specific objectives

4. Materials and Methods
4.1 Study setting:
4.2 Study design:
4.3 Sample size, sample type and sampling procedure:
4.3.1 Justification of the sample size
4.4 Subject selection
4.4.1 Inclusion criteria:
4.4.2 Exclusion criteria:
4.5 Materials:
4.5.1. Variables studied
4.5.2. Primary outcome variable
4.5.3 Secondary outcome variable
4.5.4 Instruments/questionnaires used for data collection
4.6 Detailed research plan:
4.6.1 Data collection procedure:
4.6.2 Cost involved
4.6.3 Who is going to bear the cost?
1. Patient. 2. Investigator(s). 3. Exempted. 4. Other Agencies (Name)
5. Statistical analysis
6. Study implications

7. References



Appendix 4

Participant related information

(write - YES/NO or TICK v OR X wherever applicable)

1. Type of participants in the study:

Healthy Patient Vulnerable
volunteer persons/
Special groups

Others (SPECITY) woviiiviiiieiceee e et

2. Who will do the recruitment?

3. Participant recruitment methods used:

Posters leaflets/Letter TV/ Radio Phone
advts

Social media/ Patients / Visiting Others
Institution Family/ hospitals: (Specify)
website Friends:

4. Will there be vulnerable persons / special groups involved?

YES | NO | | N/A

5. If yes, type of vulnerable persons / special groups
Children under 18 yrs.: Pregnant or lactating women:
Differently abled Employees/Students/Nurses/Staff:
(Mental/Physical):
Elderly: Institutionalized:
Economically and socially Terminally ill, stigmatized or rare
disadvantaged diseases
Refugees/Migrants/Homeless Any other (Specify) :




6. Are there any anticipated physical/social/psychological discomforts/ risk to
participants?

| YES | | NO | | N/A | |
7. Are adverse events expected in the study?
| YES | | NO | | N/A | |
8. Is there any reimbursement to the participants?
YES NO N/A
Monetary Details :
Non-
monetary
9. Are there any incentives to the participants?
YES NO N/A
Monetary Details :
Non-
monetary

10. Are there any participant recruitment fees/ incentives for the study provided to the PI
/ Institution?

YES NO N/A
Monetary Details :

Non-

monetary




Appendix 5
INFORMED CONSENT FORMS

A. INFORMED CONSENT FORM (English)

[, Mr. /Mrs. , age years residing at

hereby give my informed consent to participate in the
................................................................................................................... " project.

1. There is no compulsion on me to participate in this project and | am giving my free consent
for it.

2.l am ready and willing to undergo all tests and treatments in the present project.

3.l have read and | have been explained the general information and purpose of the present
project.

4.1 have been informed / | have read the probable complications while participating in
the present project.

5.1 know that | can withdraw from the present project at any time.

6. Any data or analysis of this project will be purely used for scientific purpose and my

name will be kept confidential except when required for any legal purpose.

7.1 can read English / | can understand data read out to me in English.

Date:

Signature of subject Signature of Principal Investigator

+ Please note these are sample consent forms please customize according to your
proposal also prepare customised patient information sheet.



B. INFORMED CONSENT FORM (Hindi)

i gaa # st g| & 3T fordest il § 1
I3 3T H HIT of |
SH 3T H A SATalt o ITATAT 3T 3T SRR INIATT IGT ST |

S IETAA H TR et #f Feienet 3R 3TR Ffsham & aRTet 1S sferdret w161 grem|
HT9eh! I IdT glell MG T:

o 3R T AL TG &Y Y IR 38 TN & AT 8T gieAr TR

o 37T R 8ff TFT 5T e H gloT A T Tohdl &

o 3TN YT TG H IS HaTel BT &, Al 3T H{S SH e I HUh & Hehel & | (HIH

e : )

o 319N 37T HST IV &Y & TP 3 TETIA o ToIT FIT AT 1|
o 379X 3TY! 3T9ah Gl TaTell & STared fAeT T |
o 3N 3T S eI H FEHTEN @Y & ToIT 3uah GgAfa S &l |
anrE
oATH : gEAIETY:
QTerehd T AT

+» Please note these are sample consent forms please customize according to your
proposal also prepare customised patient information sheet



C. INFORMED CONSENT FORM (Marathi)

HAATIT

21 R Y BT Ta=cl &l 2T, JHET ET HATIATeT HgHTaM
gTd. .JH AT IOt STUAT AT FAT HATETATHEY 1o VTR FercT 1§ ATTE el e Arehelld .
RAATEAT TITHOT 70T 3TAR AT JFgTell SHIVTCATET FhIE! Sl BI0TR AT, £
HRATEIAT JFET HEhI hedTel JFgTell TaTel dreel
TFETIT g ATfRclY 3TATTeT & —

o AN STOT AHITH JFe! EAT HAATT Hg T g1 Aehed AATEY.
JFRN AT HANUATT Sheglel a1l Ug Aehell

qFRTSIT SIVTAE! T TSeATH JFe1 17T fehdl wicd fams QrehT .
& TR JFeT Tel TSI~
EAT AT TFGTell h1 I 3778 & HHT 37T
o JHTIT FITAT FRAT 3R JFETell fATeN 3T d
EAT HAMUATHEY AT YUITATS! JFE TN T
ICGIED
AR oATd ,Fer
el

+ Please note these are sample consent forms please customize according to your
proposal also prepare customised patient information sheet.
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Appendix 6
PARTICIPANT INFORMATION SHEET (PIS)
GUIDELINES FOR DESIGNING PARTICIPANT INFORMATION SHEET
1. Study Title.
2. Aim and methods of the research study.
3. Expected duration of participation.
4. The benefits to be expected from the research to the participant or to others.

5. Description of Diagnostic Test/ Procedure that the participant will be subjected
to in layman’s language

6. Any risk or discomfort to the participant associated with the study.

7. Your records will be strictly confidential

8. Provision of free treatment for research related injury.

9. Compensation of subjects for disability or death resulting from such injury.
10. Amount of blood sample (quantity in tea spoon full) to be taken.

11. Costs and source of investigations, disposables, implants and drugs/ contrast
media.

12. In case of a drug trial: a. The chemical name of the drug, date of its
manufacturing and batch number must be mentioned.

13. You are free to withdraw from research at any time without penalty or loss of
benefits to which the you would be entitled otherwise.

Telephone number/ contact number of Principal investigator and Co-Investigator

Contact number of the head of the institute (in case of complaints)
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Appendix 7

CERTIFICATE from HOD
For submission of Research proposal to Institutional Ethics Committee
of MIMER MEDICAL COLLEGE

Date:

This is to certify that Research Proposal titled

was submitted to the department for review.

Discussions on the various technical considerations pertaining to the
specialty was made and necessary inputs were given wherever
necessary.

There are no major ethical violations in the proposal, to the best of
my knowledge.

Signature
Name of Head of Department
Department

Institute
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