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Participant Information Sheet 

 

 

I am going to give you information and invite you to be a part of this research. You do not 

have to decide today whether or not you will participate in the research. Before you decide 

you can talk to anyone you feel comfortable with about the research. 

 

There may be some words that you do not understand. Please ask me to stop as we go 

through the information and I will take time to explain. If you have questions later you can ask 

them of me. 

 

Introduction 

 

You are seeking treatment for a  illness which is called Multiple sclerosis. This illness affects 

an individual’s ability of movement, muscle strength , functioning and thinking. 

 

You are being requested to volunteer for this research because you have been diagnosed 

with Multiple sclerosis  and your doctor has decided to start you on a new medicine regimen 

for treatment after discussing with you. 
 
‘What is the purpose of this study?’ 

 

The purpose of this research is to understand the effects of the new drug regimen  on many of 

the illness related parameters and measurements in individuals who are considered to be 

suffering from Multiple sclerosis, to assess how it affects various abilities in them and also to 

study how it affects the body including the brain. This will give us a better understanding of 

the effectiveness of this medicine, to understand brain changes that occur while on treatment 

with this medicine and possibly help us in many ways to treat this illness in the future - for 

example in selecting the persons most likely to benefit from this medicine. 

 

‘Why have I been invited to participate in this study?’ 

 

You are being requested to volunteer for this research because you have been diagnosed 

with Multiple sclerosis and to understand the role of a  cost-effective novel drug regimen for 

treatment of the same. 

 



‘What if I don’t want to participate in this study, or I want to withdraw later?’ 

 

Your participation in this study is entirely voluntary. You can choose to withdraw from the 

study at any point of time, even after initial acceptance to participate in the research. Refusing 

to participate in the research will not affect your treatment in anyway, offered at this hospital. 

 

‘What will happen to me if I take part in this study?’ 

 

If you agree to join the study, you will be interviewed regarding your personal details including 

contact details and details about your illness. We will conduct your  health status examination 

by talking to you, observing you and by physical examination and  checking your pulse, blood 

pressure etc. as is routinely done while being treated for this condition. We will assess and 

rate your symptoms. The procedure will be explained to you while doing the test. All of this in 

entirety may take nearly 60 minutes of your time. We may also use any additional information 

from your hospital records. 

 

We will examine you two times, the first time - before starting on the medications and while on 

the new medications. 

 

 

‘What investigations will be conducted in this study?’ 

 

You will be assessed by interviewing, physically examining you and other participants. We 

may refer to your hospital records to obtain any additional information about your health. After 

understanding the nature of the assessments, if you still choose not to proceed with the 

participation, your decision will be respected by us. 

 

‘Will I benefit from this study?’ 

 

There is no incentive for participating in the study. While participating in the study you may 

experience the effects of the new drug regimen that was prescribed by your doctor. While the 

treatment prescribed does not guarantee improvement in all participants, nevertheless, we will 

be able to understand the effects of the medication on many of the illness related parameters 

and measurements in individuals who are considered to be suffering from Multiple sclerosis 

and how it affects the brain. Taking part in this study does not involve any major  risks to your 

health and you will be monitored for known side effects. 

 

Are there any risks? 

 

There are no major risks of participating in the study. The assessments done and the 



questions may cause emotional distress and inconvenience at the most. You are free to not 

answer any particular question or to ask for the interview to be terminated at any point of time. 

You may have to spend additional time to answer questions for purposes of this research, 

which you would not have spent were you not participating in this research. 

 

‘How will my confidentiality be protected?’ 

 

We will keep the information you provide with utmost confidentiality. All information from the 

interviews, examination and additional tests will be stored anonymously that will be accessible 

only to the research staff. This information will be used only for the research purpose. It will 

not be revealed to anybody other than the research team, unless it is directly related to your 

health. 

 

‘What happens with the results and how long will the data be stored?’ 

 

The results may be published in medical journals for knowledge dissemination and for use in 

other patients in the society. Your identity will not be revealed in any publication. Results of 

the study will be provided to you, if you wish. Data will be stored for a minimum period of five 

years. 

 

‘What should I do if I want to discuss this study further before I decide?’ 

 

You need not accept to participate in the research immediately. You can take your time 

to decide for participating in the study. You may clarify with us or with any other 

competent researcher/person regarding the research or your participation, if you wish. 

 

‘Who is organising and funding the study?’ 

 

This study is organised by the National institute of Mental Health and Neuro-sciences. 

 

‘Who has reviewed the study?’ 

 

This study is planned based on literature review for those who cannot afford or 

tolerate the class 1 regime due to cost and side effects .  

 

 

Thank you for taking time to consider this study. 

 

If you wish to take part in it, please sign the attached consent form. 

 



This information sheet is for you to keep. 

 

Undertaking by the investigator: 

 

Your consent to participate in the above study is sought. You have the right to refuse consent 

or withdraw the same during any part of the study without giving any reason. In such an 

event, you will still receive best possible treatment, without any prejudice. I/We undertake to 

maintain complete confidentiality regarding the information obtained from the subject/patient 

during the course of the study. If you have any doubts about the study, please feel free to 

clarify the same. Even during the study, you are free to contact any of the investigators for 

clarification if you so desire.  

 

 

Consent: 

 

I/We have been informed about the procedures of the study. The possible risks too have been 

explained to me/us as stated in the information. I/We have understood that I/We have the 

right to refuse my consent or withdraw it any time during the study without adversely affecting 

my treatment. I/We am/are aware that by subjecting to this investigation, I/We will have to 

give more time for assessments by the research team and that these assessments do not 

interfere with the benefits. 

 

I, ……………………………………………………, the undersigned, give my consent to be a 

participant of this study. 

 

 

Signature of the patient 

 

 

(Name and address) 

 

 

Signature of the witness 

(Name and address) 

 

 

Signature of the Doctor/investigator: 

 

Date: 

Place: 




