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1.0. Title of thesis:

The title should be in capital letters. It should be concise, specific and reflect the proposed
project to be undertaken. Scientific names in the title, if any, must be written in Latin binomial
or trinomial.

2.0. Introduction

This section should highlight the scope and significance of the proposed project work along with the
knowledge gaps and objectives of the study under separate sub-heads.
2.1. Objectives

3.0. Rationale of the study and Hypothesis
Significance of the study should be clearly indicated

4.0. Review of literature

An up-to-date and comprehensive review of literature indicating history, developments and IPR (if
any) relating to the topic of the proposed project should be given.

5.0. Materials and Methods
5.1. Name and location of experiment
5.2. Materials to be used along with source:

This section should mention the details of the work to be carried out under following heads:

Setting:
a. Duration of experiment:
b. Type of study:
c. Participants:
d. Sample size:
e. Formula of sample size calculation:
f. Inclusion criteria:

g. Exclusion criteria:
6.0. Activity Schedule

6.1. Observations to be recorded

6.2. Statistical analysis

7.0. Collaborating department/institution(s), if any.

Consent of the head of concerned collaborating department/institution should be obtained and it
should be a part of the synopsis. The extent of work to be carried out in collaborating department/



institution should be clearly mentioned including the sharing of resources, expenditure involved and
Intellectual Property Rights.

8.0. References

All the references used in preparing the synopsis should be listed at the end (Please follow Vancouver
or APA style).

Recommendations and forwarding:

The supervisor/co-supervisor and members of research advisory committee of the scholar shall sign
the synopsis with date and place before its submission to the concerned head of department for
transmission to Chairman, institutional Research Committee for processing of synopsis for approval.

*= Proper consent form duly approved by Sri Guru Ram Das University of Health Sciences in a
language understood by the participant in the study must be filled and got signed by the participant.
This must be verified by the supervisor and maintained in a file by the concerned department till
the results are published.



Patient case Performa

Patient general information

Date:

Patient name

Age

Address/Area

Phone no.

OPD/CR no.

Rural/Urban

Educational Status

Marital Status

Occupation

Presenting complains:-

Present illness

Site of the problem

When & how it started

Any pain

How your problem gets affected

Past History

Any significant disease

Any hospitalization

Any treatment and its duration

Family history

Any family history of disease

General physical examination
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Specimen Collected

Signature of Supervisor/Co-Supervisor:

Signature of Candidate:
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INFORMED CONSENT DOCUMENT (ICD) PART-I

Patient / Participant information sheet

INFORMATION FOR PARTICIPANTS OF THE STUDY

Introduction:

Patient information sheet includes the introduction and significance/outcome of the study.

- Title of the project

- Name of the Supervisor

- Purpose of this project/study

- Procedure/methods of the study

- Expected duration of the subject participation

- The benefits to be expected from the research to the participant or to others

- Any risks expected from the study to the participant

- Maintenance of confidentiality of records

- Freedom to withdraw from the study at any time during the study period without the loss of

benefits that the participant would otherwise be entitled

Signature of the Supervisor:

Signature of the participant:

Place:

Date:
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INFORMED CONSENT DOCUMENT (ICD) PART-2

INFORMED CONSENT FORM

Title of the project:

Participant’s name:

Address:

The details of the study have been provided to me in writing and explained to me in my own language.
| confirm that | have understood the above study and had the opportunity to ask questions. | confirm

that | have understood about the compensation and the risks and benefits involved in this research. |

understand that my participation in the study is voluntary and that | am free to withdraw at any time
without giving any reason, and without my routine medical care in this hospital being affected. |

understand that confidentiality of my identity will be maintained during the research period, after its
completion as well as during publication of the results. Only investigator, ethics committee,

institutional or regulatory authorities may have access to my information when required.
| have been given a copy of information sheet giving details of the study.
| volunteer to participate in the above-mentioned study.

(I'also consent/do not consent to use of my stored biological samples or related data for future
scientific purposes, if applicable)

(I also consent/do not consent to be contacted over telephone for study purposes/ knowing the
results — if applicable)

Name and Signature/thumb impression of the participant: Date:

Signature of the witness with date: Date:

Name and address of the witness for illiterate participants:

Signature of the investigator with date: Date:
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CONSENT FORM FOR PARENT/ LEGALLY ACCEPTABLE REPRESENTATIVE (LAR)

(for participants less than 18 years of age and for patients who cannot consent)

Title of the project:

Participant’s name:

Address:

Parent/LAR’ s name:

The details of the study have been provided to me in writing and explained to me in my own language.
| confirm that | have understood the above study and had the opportunity to ask questions. | confirm
that | have understood about the compensation and the risks and benefits involved in this research. |
understand that my child’s/ward’s participation in the study is voluntary and that | am free to
withdraw at any time without giving any reason, and without my child’s/ward’s routine medical care
in this hospital being affected. | understand that confidentiality of my child’s/ward’s identity will be
maintained during the research period, after its completion as well as during publication of the results.
Only investigator, ethics committee, institutional or regulatory authorities may have access to my my
child’s/ward’s information when required. | have been given a copy of information sheet giving details
of the study. | volunteer my child/ward to participate in the above mentioned study.

Verbal assent taken for children 7-12 year of age: Yes/No

(I also consent/ do not consent to use of my child’s/ward’s stored biological samples or related data
for future scientific purposes, if applicable)

(I also consent / do not consent to be contacted over telephone for study purposes/ knowing the
results — if applicable)

Name and Signature/thumb impression of the parent/LAR: Date:

Signature of the witness with date: Date: Name and

address of the witness for illiterate participants:

Signature of the investigator with date: Date:
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ASSENT FORM TO PARTICIPATE IN A CLINICAL RESEARCH

(for children above 12 years and below 18 years of age)

Child Participant’s name:

Date of birth/Age:

Parent/LAR’ s name:

Address:

Title of the project:

We are doing a research study about .........ccccceeeeciiiiii i, (purpose in simple language).
In this study we Will be ......coooviiiiii e, (description of the study - Procedures,
Drugs to be used, risks, discomfort, in simple language). The possible benefits from this study might
DB e (details of possible benefits of participation) If you
do not want to be in this research study, we will tell you other options (for research projects that offer
treatment or intervention). When we are complete the study, we will write a report about what was
learned. This report will not include your name or that you were in the study. You can be in this study
if you want to be. If you decide to stop after we begin, that’s fine too. Your parents know about the
study too. If you decide you want to be in this study, please sign your name.

l, , want to be in this research study.

Signature of the child participant: Date:

(If child knows to sign/Thumb impression)

Signature of the parent or guardian: Date:

Name and address of the witness:
Signature of the witness: Date:

Signature of the Investigator: Date:

(Assent form should be accompanied by patient / participant information sheet for children in a
simple language comprehensible to a child of 7-18 years; Language used should be simpler for children
in the age group 7-12 years compared to children in the age group >12-18 years)
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CONSENT FOR STUDY

., son/daughter  of resident  of
am participating in this research study

voluntarily, and my decision to do so will not affect my treatment in this institution in any way.
Whole study and its procedures have been well explained to me in the language | can
understand best. | understand that the risks in this procedure are none or minimal. | will not
be given any compensation or payment for participation in the study. When the results of this
research are published or discussed in conferences, no information that may reveal my identity
will be disclosed. | can withdraw from this study at any time and for any reason. | am not giving
up any of my legal rights by signing this form.

Signature/ thumbprint of witness Signature/ thumbprint of participant Name of
witness: Name of participant:
Date:

Signature of Investigator:
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