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PERMISSION LETTER
Name
Designation
Department
SSG Hospital & Medical College Baroda.
Contact No:
Email:
Date:
To,
The Local Research Committee (LRC)
Medical College Baroda,
Vadodara.
Subject: Application for permission to carry out study/ thesis/ research for a dissertation.
Forwarded through the Head of the Department.
Respected sir/ma’am,
I, Dr. (Name) am studying as a (Designation) in the (Department of) at the Faculty of Medicine under
The M. S. University of Baroda.
| want to carry out a study/ thesis/ research titled (Title) under the guidance of (Guide name,
designation, department)
| am submitting a proposal for approval of the study/ thesis/ research in the prescribed format along
with necessary reference papers and an assurance letter from the mentors.
This study will be conducted strictly as per ethical guidelines with due consideration to preventing
plagiarism.

Thanking You.

Yours Sincerely,
(Signature)
Name

(Signature of HOD with stamp)

Enclosures:

1. Application Form

Assurance Letter

Permission of Dean, Medical College Baroda

Permission of Medical Superintendent, Medical College Baroda

Permission from other departments (if any)

Permission in special cases

Study Protocol with Study-Related Documents

Case report form, Patient information sheet, and informed consent form

. Study tool/ questionnaire

10. Reference articles (At least three)

©oNOUAWN
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PERMISSION LETTER

Name:

Designation:

Department:

SSG Hospital & Medical College Baroda.

Contact No.

Email:

Date:
To,
The Institutional Ethics Committee for Biomedical and Health Research (IECBHR)- PG Research (IECBHR-PGR),
Medical College Baroda,

Vadodara.
Subject: Application for permission to carry out study/ thesis/ research for a dissertation.

Forwarded through the Head of the Department.
Respected sir/ma’am,

I, Dr. (Name) am studying as a (Designation) in the (Department of) at the Faculty of Medicine under
The M. S. University of Baroda.

| want to carry out study/ thesis/ research titled (Title) under the guidance of (Guide name,
designation, department)

| am submitting a proposal for approval of the study/ thesis/ research in the prescribed format along
with necessary reference papers and an assurance letter from the mentors.

This study will be conducted strictly as per ethical guidelines with due consideration to preventing
plagiarism.

Thanking You.

Yours Sincerely,
(Signature)
Name

(Signature of HOD with stamp)

Enclosures:

Application Form

Assurance Letter

Permission of Dean, Medical College Baroda

Permission of Medical Superintendent, Medical College Baroda

Permission from other departments (if any)

Permission in special cases

Study Protocol with Study-Related Documents

Case report form, Patient information sheet, and informed consent form

Study tool/ questionnaire

10 Reference articles (At least three)

=

©ONOU A WN
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APPLICATION FORM

Title of the study

Name of the student
Designation

PG admission month and year
Branch name

Name of the guide & department

Source of funding if any

Type of Study

Ethical issues involved in the study

Proposal Enclosed in 3 copies

Whether consent forms in English &
vernacular language enclosed?

Whether reference study articles are
attached

Is this special research?

Animal Experiment:
Clinical Trial:

Research on Patented Products:

Research on Herbal Extract:

Signature of the PG Resident:

Name:
Designation:
Department:

Signature of the Guide:

Name of Guide:
Designation:
Department:
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PERMISSION LETTER

Name:

Designation:

Department:

SSG Hospital & Medical College Baroda
Email Id:

Mobile No:

Date:

To,
The Dean,
Medical College Baroda

Subject: Application for permission to carry out thesis/ study/ research work
Forwarded through the Head of the Department.

Respected Sir,

I, the undersigned (Name) want to carry out thesis/study/research work in the (Department of),
Medical College Baroda, titled “Title” Under the guidance of (Name of guide, designation and department)

Kindly permit me to carry out above mentioned thesis/ study/ research work.
Thanking you.

Yours Sincerely,
(Signature)
Name

(Signature of HOD with stamp)
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PERMISSION LETTER

Name:

Designation:

Department:

SSG Hospital & Medical College Baroda
Email Id:

Mobile No:

Date:

To,
The Medical Superintendent,
SSG Hospital & Medical College Baroda,

Subject: Application for permission to carry out thesis/ study/ research work
Forwarded through the Head of the Department.

Respected Sir,

I, the undersigned (Name) want to carry out thesis/study/research work in the (Department of),
Medical College Baroda, titled “Title” Under the guidance of (Name of guide, designation and department)

Kindly permit me to carry out above mentioned thesis/ study/ research work.

Thanking you.

Yours Sincerely,
(Signature)
Name

(Signature of HOD with stamp)
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ASSURANCE LETTER

From:

Name of guide

Designation of guide,

Department,

SSG Hospital & Medical College, Baroda.
Date:

To,
The LRC/IECBHR-PGR,
Medical College, Baroda.
Subject: Assurance for mentoring of (Name of researcher) for research in the (Department of)
Respected sir/ma’am,
This is to inform you that the research work titled “Title” will be carried out for dissertation by (Name
of researcher, designation, department), Medical College, Baroda under my guidance and observation.

We assure you that the work will be done strictly as per the ethical guidelines with due consideration
of the prevention of plagiarism.

Yours Truly
(Signature of guide)

Name of guide
Designation of guide,
Department,

Medical College, Baroda.

(Signature of HOD with stamp)
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PERMISSION LETTER (Special case if any)

Name:
Designation:
Department:
SSG Hospital & Medical College Baroda
Email Id:
Mobile No:
Date:
(Concerned Authority
Concerned department/ organization)

Subject: Application for permission to conduct thesis/ study/ research work under the (Concerned
department/ organization)
Forwarded through Head of Department.

Respected Sir/Madam,

I, the undersigned (Name) applying for a study in the (Department of), Medical College Baroda. |
want to carry out research titled “Title” Under the guidance of (Name of guide, designation and
department)

Kindly permit me to carry out above mentioned thesis/ study/ research work.
Thanking you.

Yours Sincerely,
(Signature)
Name

(Signature of HOD with stamp)
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UNDERTAKING

Name:
Designation:
Department:
SSG Hospital & Medical College Baroda
Email Id:
Mobile No:
Date:
To,
The LRC/ IECBHR-PGR,

Medical College Baroda,
Vadodara.

Subject: Undertaking for bearing cost incurred in the thesis/ study/ research work

Respected Sir,

I, the undersigned (Name) am applying for thesis/study/research work in the (Department of),
Medical College Baroda. | want to carry out research titled “Title” Under the guidance of (Name of guide,
designation and department)

| hereby assure that | will be responsible for all expenses related to the study. The participants or
their family members will not bear the expenses.

Thanking you.
Yours Sincerely,
(Signature)
Name
Signature of Guide Signature of Head of Department
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STUDY PROTOCOL
NAME OF THE RESEARCHER

Name

Designation (with year of residency, if applicable)
Department

SSG Hospital & Medical College Baroda

NAME OF THE GUIDE AND DEPARTMENT

Name of guide

Designation of guide,

Department,

SSG Hospital & Medical College, Baroda.

TITLE OF THE STUDY

INTRODUCTION

PURPOSE OF THE STUDY/ RATIONALE (Why is this study required?)

AlM
OBIJECTIVES
METHODOLOGY
Study setting (Participant recruitment site)
Study design
Study duration
Study population
Inclusion criteria

Exclusion criteria
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SAMPLE SIZE with calculation and justification

1. Case-control study: The sample size was calculated using open epi software to be (x) in each group
(cases and control with ratio 1:1) based on the results of a reference study where the odds ratio was (),
exposure rate among cases was (), exposure rates among controls was () at 95%CI, 80%power. (Cite the
reference study)

2. Cohort study/RCT: The sample size was calculated using XXX software to be *(x)*in each group
(Intervention and Control group) based on the results of a reference study where the mean and Sd of
group 1 was (), mean and sd of group 2 was () at 95%Cl, 80%power. (Cite the reference study)

3. Cross-sectional study: The sample size was calculated using XXX software to be (x) based on the results
of a reference study where the proportion of ... (variable of interest) at 95%Cl, 80%power.

4. If using formula to calculate then mention each parameter (i.e., Cl, power, statistical significance,
variable, proportions used etc.)

SAMPLING TECHNIQUE AND RANDOMISATION IF NEEDED

DATA COLLECTION QUESTIONAIRRE AND PLAN OF DATA COLLECTION

Intervention if needed

Investigations specifically related to the study protocol, cost of each investigation,if any that the Pl will bear

Follow up plan, if any (number of visits the patients has to make for this study, number of follow ups etc,
whether they are routinely done or will be done specifically in context of your study)

Recruitment plan considering the feasibility of the study in discussion

DATA VARIABLES

Exposure variable Outcome variable

Objective 1

Objective 2

Objective 3

Can add the rows if there are additional objectives
DATA ANALYSIS

1. Identify Numerical Data (e.g. height, weight, BP, pulse, RR, temp, BMI, drug doses, serum drug levels,
serum biochemistry levels, etc); Ordinal Data (e.g. Pain Score, Nausea Score, Satisfaction Score,
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Difficulty Score, etc); and Nominal Data (e.g. Sex, ASA PS, counts of success, counts of failures, number
of emetic episodes, counts of adverse events, etc).

Normally distributed Numerical Data between two INDEPENDENT groups should be compared using
the unpaired t-test (independent samples t-test). Non-normally distributed data between the two
INDEPENDENT groups should be compared using the Mann Whitney U test. Normally distributed
Numerical Data between two DEPENDENT groups should be compared using the paired t-test
(dependent samples t-test).

Normally distributed Numerical Data between more than two DEPENDENT groups should be compared
using the One-way Repeated-Measures Analysis of Variance (ANOVA) test.

Nominal Data between two or more groups should be compared using the Chi-square test (large
samples, two groups or more than two groups); or Fisher\'s exact test (small samples, two groups).

ETHICAL CONSIDERATION:

>

Y

YV V V

The study will be conducted only after obtaining permission from the Local Research Advistory
Committee (Scientific Committee) and the Institutional Ethics Committee for Biomedical and Health
Research of Medical College, Baroda, Vadodara.

Informed written consent of all the participants will be taken in offline mode (physical copy) before
their involvement in the study.

How will you maintain privacy and confidentiality of the participant?

Participants' identities and data will remain anonymous throughout the study and publishing process
Do you plan to withdraw the standard therapy during the research period

(Any other concern)

Any conflict of interest?

STUDY TIMELINE (Gantt Chart)

Particulars (Duration in Months)

1stMonth
2" Month
34 Month
4th Month
5th Month
6th Month
7th Month
8t Month
9th Month
10th Month
11th Month
12th Month

Development of research protocol

Proposal writing and finalizing of methodology
tools

Ethics committee submission and permissions

Data collection

Data entry & Data analysis

Report writing
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Dissemination plan

BIBLIOGRAPHY
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Memorandum of Understanding (MoU) (If applicable)

Between

Baroda Medical College
Located at: Sayajigunj, Baroda
Represented by:

Dean , Baroda Medical College.
Hereinafter referred to as the "Sending Institution"

And
Mention details of the institution with whom the MoU is proposed

Purpose:

This Memorandum of Understanding (MoU) is entered into by and between the Sending Institution and the
Receiving Institution to establish a formal agreement regarding the transfer, handling, and analysis of
biological samples for the research project titled: "(TITLE OF STUDY)"

1. Scope of Collaboration: 1.1. The Sending Institution agrees to transfer biological samples collected as part
of the above-mentioned research project to the Receiving Institution for specialized laboratory analysis.

1.2. The Receiving Institution agrees to conduct the agreed-upon analyses and provide the results to the
Sending Institution within the stipulated timelines.

2. Responsibilities of the Sending Institution: 2.1. Collect samples in compliance with ethical guidelines
and obtain informed consent from all participants, adhering to the protocols approved by the Institutional
Ethics Committee.

2.2. Ensure proper labeling, documentation, and packaging of samples for safe transport to the Receiving
Institution.

2.3. Bear the costs associated with sample collection and transportation, unless otherwise agreed.

3. Responsibilities of the Receiving Institution: 3.1. Handle all received samples in accordance with
established biosafety and ethical standards.

3.2. Conduct the analyses as described in the agreed project methodology and ensure accurate, reproducible
results.

3.3. Maintain confidentiality of all data and results derived from the samples.

3.4. Return or appropriately dispose of any remaining samples as per mutual agreement and applicable legal
regulations.

4. Confidentiality: Both parties agree to maintain the confidentiality of all participant data, research findings,
and other sensitive information shared under this MoU. Such information shall not be disclosed to any third
party without prior written consent from the originating institution.

5. Compliance with Ethical Guidelines: Both institutions affirm that they will adhere to all relevant ethical
guidelines, including but not limited to the 2017 ICMR Guidelines for research involving human participants.
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6. Intellectual Property: Any intellectual property rights arising from the analysis or findings of the research
project shall be mutually discussed and agreed upon by both parties before publication or dissemination.

7. Term and Termination: 7.1. This MoU shall remain in effect for the duration of the research project,
starting from [Start Date] and concluding on [End Date].

7.2. Either party may terminate this MoU by providing 30 days’ written notice, provided that all samples and
data are returned or appropriately handled as per this agreement.

8. Dispute Resolution: Any disputes arising out of this MoU shall be resolved amicably through mutual
discussion. If unresolved, the matter shall be referred to arbitration, with the decision of the arbitrator being
final and binding.

9. Miscellaneous: 9.1. Any modifications to this MoU must be made in writing and signed by authorized
representatives of both parties.
9.2. This MoU is not legally binding but serves as an understanding to guide the collaboration.

Signed by:

For the Sending Institution:

Dean, Baroda Medical College.
Date:

For the Receiving Institution:

Date:

Witnesses:

Page 16



DEPARTMENT OF
MEDICAL COLLEGE & S.S.G. HOSPITAL, VADODARA
PARTICIPANT INFORMATION SHEET

To be translated to other vernacular language- Gujarati/Hindi/other as applicable

Title of the study:

Purpose of the study:

General information about the research study:

1.
2.
3.

10.

11.

12.

13.

Title of study:
Name of Guide: Name of Guide with designation and department
Name of PG student: Name of researcher, Resident doctor,
Contact No.
Contact email:
. Youare asked to take part in the research study and this is purely voluntary. You may refuse to participate

or withdraw your consent at any point of time during the study.

All the data collected during the study will remain confidential.

It is important for you to understand every information about the study to make an informed decision for
participating in the study. You can ask any question related to the study to a researcher at any point of
time.

You will not receive any financial remuneration for participating in this study. This study will not affect
your receiving education or services from the institute.

(Mention if any specific instructions for the participant for your thesis/ study/ research.) Relevant
information about the health-related condition may be added

This study has been approved by the Instituitional Ethical Committee, Medical College, Baroda and will
be conducted according to ethical guidelines and principles of the International Declaration of Helsinki.
What is this research study all about?
The purpose of this study is .
If you agree to be part of this study you will be interviewed for . This research will take
(duration of study), but your interview will take around(duration of interview), (mention the
number of times the participant will be interviewed) .
Why have you been invited to participate?
(Explain about factors in questionnaire/interview).
What will your responsibilities be?
Please try to answer frankly without any hesitation. Let me know if any question makes you feel
uncomfortable. You do not have to answer any question that you do not wish to, for any reason.
Will you benefit from taking part in this research?
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This research is designed to (aim). Your participation is important to help us understand the situation
of menopausal women. We will try our level best to sort out local problems, if any, to the best of our
ability. However, you may not personally benefit from being in this research study. Your participation
is important for us to gain knowledge, so we can help other people like you.

If you agree, we would like to take your (mention the sample to be taken in your study

ex:blood/urine and the investigation ex:to measure calcium levels) . The results will be conveyed to

you, along with specific action to be taken based on these results.

14. Will photographs be taken or tape recordings made?

We will be taking notes of what you say. No names will be mentioned. No photographs or tape
recordings will be done, thereby ensuring your privacy.(if no photo will be will be taken)(If photo
will be taken ,mention when,where,of what and mention the same in consent form also and
mention here that if not consented the same will not be done)

15. Are there any risks involved in your taking part in this research?
We are not interfering with any of your ongoing health conditions and any kind of experiment is not
being done on you, so; we do not expect any risks or discomforts in this research study.

16. Who will have access to the results of this study?
In order to protect your privacy, the interview will be held at a place where you wish; with privacy
ensured. No information that could identify you will be used when presenting this research to others.

17. Where can participants get results of the study should they wish to have them?

18. You have the right to ask any questions you may have about this research at any point of time during
the interview or thereafter. You can contact (mention name of the researcher with contact
number)to get the results of the study.

19. Are there any costs involved and will you be paid to take part in this study?
There are no costs to you if you participate in this study except giving your valuable time. However, we
would not be paying you for taking part in the study.

20. Do you have any questions about the research?

21. If there is anything else that you want to know, if you have any further queries or concerns you can
contact (mention name of the researcher with contact number)

Procedure after participation:
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Bwénee
A sA SlA Bl AU AU.%). SRV, dASlER
asetd(l el 2lle (Rauls eurmny)

Title of the study:

Purpose of the study:
General information about the research study:

1. Title of study:

2. Name of Guide: Name of Guide with designation and department
3. Name of PG student: Name of researcher, Resident doctor,
Contact No.

Contact email:

4. A L Aot AUEAUML GOl Al HIZ sdclMl e B wal A AYRUd W(WBs B, R
AotlotHl eUdL Al HIZ Holles 531 28l Ol WUl ANt £22lel SLEURL UHA AHIZ] AHQ wed
WAl asl ol

5. d9lluot R atet A2 sl A At H A a0us(lal A cuxl 1Ll

6. U tlotHl UL Al HIZ dHR 2ot BNoll dAHtH HUBAL AHercll %33l B, Rl R
SQLs3YEl Al A Sl R Aot A SlUQL Ust ANuUsal SlEURL AHA yedl sl o\,

7. A2tatHl oL Al HIZ dHa S8 wEds dndR HOA ol8l, all deluatell dMal Auni Rlawt
WUl Wod A Anaall UR S8 AR Us otél.

8. (MR AeAR /A Ut/ QRU 1R 81 QR YA sl dl el GcAW $.) AR\
Aol RQ (@ %33 WA GRRC.

9.l AN uuat ABsA S1A%, RAslell el dllds AR(Q gl HYR sRAUHL 2R] B U
UldRRAA dARS AAneletl ollds HleRsL U Rgicl WofUR sReUML wLal.
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10. AL Aol AeA™Y g B?

L A ololl & 8. %l d AW UaAHl ol Aall HI2 AHA 8L, Al Ml

HIZ 8o2Rc2] AclHl uadl. A2 Uotoll $E AN (HARL) B, URd dHI? Boze BEIR
(8o2cfoll wa(d) Yl 3. (UlAewolls] Boec) Fedl dwd Al A dsll GeAw 53.)

11. dHal A tetHl ol Acll M2 A - scUHl el B?
(ysilacll /8o e Hl ¥ WRHUA{l umagcl )

12. dHR] alaelZlA g §?
sul 53lol (ASU W U2 gcllol AW B dHal 518 Ystoll 51200 wcReAUAl AL, Al Aol Ha
QL 5. AHIZ] 9L oll Sl Acll S8 URL Ystoll scllol Auclloll %32 ool

13. 9 A A eetil ool da 818 stael Aacl as?
L Aot (GR2A) U2 (3Bet scUML ] B, AN AN Ut Gitol A dl, W WUHA

UMl HL HEE 53 %l 2Ulls AHRURA 82, L AR A Yl 53| Aall
Gy claaloll Yol 5319 AM Odl, dMIR cAlEAdl ALGL oll URL AT A3, dAHIRAL GOl A AUHR
HER Hecyul B, Bl uUA dHRiY HA xasi3lott 2R ollast ASlA Hee 531 ASIA. A AR
AMd &8, Al AHUA dHz (U] BCAW 5, BH 3: ASL/YA) Wal (ALt H2ol AW, BH %
3(A@A2AM R HIUG) Ay, WRRIA dHal sRUaallHl WA Ml dotl LUR %331 UdLAl AcH
v,

14. 9 $12lolg 3 B0 St seunl wa?

U AMIRL welloll A ooy sHl il AY. MLz ol said GeAualHl ogl 2. (%l §lal/:A5A
25USoL o8l wA Al A weldl.)

@8l 51218 A Al s, R ol 2Ale] ActHl AU A GeAW 53, Aol AH[A UstHl A U
Aull €l o AH(Q gl AU A §l2l ActHi U «8l)

15. 9 Atatui cwol Aal HER S8 w82
WA AHIFL slctotoll uRA URRAQAHL S8 82U s3] a6l ol W S8 YL sl Ll &l
Al. Qell, Aot MeUUHL 5185 M ¥ dAscllsedl wRew o2l
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16. 3L A2 tetoll URRUHL Sl AN 23?2
AHRL ANUs{lalcl YR(A A el 1R, M3 Boeed) dM3] uRled(loll il olue{laucllal tauloti
Al Aauul A, A et % sl arad ARl Ao Yo sAl otell.

17. %1 uldewo{l A tetetl URRUAL elal Hid, Al A siiell Aadl asd?
dA (AUSe] ol A AUS ololR GRRL) gl AW otoll URRIH Ancll 25 O\,

18. i d2ltlet (AR SlSUR us yoelloll &5 A L.
dll Soeey e aulot ¥ Ul Aot QA SlSU Yst Yyl 28l Ol dR (ANUSe] ollH A AU
olodR GRRL) GlRL AN Uotoll URRWHA Aol 28l O

19. 9 Auetui ewdl Acl 1R 81 W B2 9 di 88 Ysarll Ancl?
WL AN oMl GOl Al HR2 dAHR S8 W o8l e, Ratal ¥ xR Erdl dHal audl, 1R 1l
Aoltotil ol Aol HIZ S8 UQL UsRe] dnldR Yseldl ol

20. 9 AHEl WA AN et QA 5 usdl B2

21. %0 dHR dyf HIBA A ¥ %] dual 58 ust 3 Rlcdl &2, Al dN (Nuse] olld B AU oloi?
GRR) Aus sdl asl Ol
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DEPARTMENT OF

MEDICAL COLLEGE & S.S.G HOSPITAL VADODARA

INFORMED CONSENT FORM IN ENGLISH
To be translated to other vernacular language- Gujarati/Hindi/other as applicable

Written Informed Consent Section - Please read carefully

By signing below, [ (optional).....................oiiiiii voluntarily agree to take part in the
research study titled  (title of the study).The focus of the study is to (aim). HONEST ANSWERS are
critical to the study's effectiveness and the appropriate planning of subsequent interventions aimed at (describe
your study). You will not be asked to write your name since it is confidential. I agree for the investigations/

blood tests (wherever required as per the study protocol).

I declare that:
e [ have read this information and consent form and understand the contents

¢ [ have had a chance to ask questions and all my questions have been adequately answered

e [understand that taking part in this study is voluntary and I have not been pressurised to take part
e [ may choose to leave the study at any time and will not be penalised or prejudiced in any way

e [ agree to give my sample for the blood test (if any)

e [ am aware that I will be called for follow up after _ duration

e [ am aware that I will not require to incur any additional expenses for participating in the study

I have decided to participate in this research without any coercion.

Signature:
Date:

Thanking you for your willingness to participate in this study.
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A ua

(Consent form)
Declaration by participant
Ul & o{lA el 52012 (optional)
AHA 20y @ 3, 2 Aot @Auas wey HU MR 20 eldL eeacltall

B, doll Hal UAGR UHRL MUA B.

Nl HIRAL U AHA uAs clig] & wal Al ARl [Adtcdlal UMY B. Hal W AHARL URL AUAA & ¥, HIRL
glRL wuclHl el i HIB AL Acic it AMHL A Wl Ha ey Yol HAA ¥ 6 Ul 3R 8l
RUR HAAUA dHIH A GUR Aofl 518 wUR AN o1&, Hal Ysl yoalloll ds Holl B el HRL sttt Yslatl
ALt ocllol AUCUHL LAl B, § UMY & 5 L weAUHL ol Al A ARDs B ol eldl Acl HIR2 HIRL
UR EGURL sRalHl AR] otdfl. & HIFL HRY UG 818 UL UHA cldlctiU (Bo2R)) Blslal %8 A§ &, AHH
ol acllol auall MR § oitlotscl otefl. & oY & 3 Hal SlAlU 2 cdlctlalelHl wddL............ (-
Al & HIZL A AL AUt [Anas WeARML L Adll Aol 6es 22 Al HER2 HIZL YRy AH@

uled ¢9.

UL/ viofslef Rallet alelloll uél
(signature/ thumb impression) (signature of witness)
ollH :

dAlut:

U

Aot weA™ [Avas HB Aol As olscl veARHL AR €280,

Questionnaire (In English) To be translated to other vernacular language-
Gujarati/Hindi/other if applicable
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**Consider only those variables that are relevant to your objectives

ysitacl

References (also attach three most relevant ones)
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