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INSTITUTIONAL REVIEW BOARD 

 

 

Guidance for Developing an Informed Consent Form 

 

Information that needs to be provided to research subjects before they participate in a study 

includes: 

 A statement that the study involves research, an explanation of the purposes of the 

research and the expected duration of the subject's participation, a description of the 

procedures to be followed, and identification of any procedures which are 

experimental 

 A description of any reasonably foreseeable risks or discomforts to the subject 

 A description of any benefits to the subject or to others which may reasonably be 

expected from the research 

 A disclosure of appropriate alternative procedures or courses of treatment, if any, 

that might be advantageous to the subject 

 A statement describing the extent, if any, to which confidentiality of records 

identifying the subject will be maintained 

 For research involving more than minimal risk, an explanation as to whether there 

are any treatments or compensation if injury occurs and, if so, what they consist of, 

or where further information may be obtained (Note: A risk is considered "minimal" 

when the probability and magnitude of harm or discomfort anticipated in the 

proposed research are not greater, in and of themselves, than those ordinarily 

encountered in daily life or during the performance of routine physical or 

psychological examinations or tests) 

 An explanation of whom to contact for answers to pertinent questions about the 

research and research subjects' rights, and whom to contact in the event of a 

research-related injury to the subject 

 Emphasis on the right to decline to participate and to withdraw from the research 

once participation has begun 

 A statement that participation is voluntary, refusal to participate will involve no 

penalty or loss of benefits to which the subject is otherwise entitled, and the subject 

may discontinue participation at any time without penalty or loss of benefits to which 

the subject is otherwise entitled 

Note: It is essential that consent forms be written in plain language that research subjects 

can understand. In addition, the consent form should not contain any exculpatory language. 

That is, subjects should not be asked to waive (or appear to waive) any of their legal rights, 
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nor should they be asked to release the investigator, sponsor, or institution (or its agents) 

from liability for negligence. 

 

Example: 

(Title/Name of the study) 

(Name of the institution conducting the study) 

PURPOSE 

We would like to invite you to participate in a research study. Your participation in this study 

is completely voluntary. You have the right to refuse participation or to not answer 

questions that make you feel uncomfortable during the interview. You may also stop at any 

time and ask the researcher any questions you may have. 

This study is being conducted by _________________________ and is funded by 

___________________________. We are trying to follow up subjects who had participated 

in SAAHAS in 2006-2007. We have approached you for this study because you participated 

in SAAHAS and had agreed to be contacted for any follow up studies. SAAHAS was a 

project that aimed to explore the number of people who drank, what and how much they 

drank and also the  association of drinking  with other health and social outcome in Goa. The 

aim of our study is to understand the longer term problems associated with heavy alcohol 

use. We want to estimate how many subjects from the original study, who were drinking 

heavily, continue to do so. We also want to estimate how many subjects from the original 

study who were not drinking alcohol or were drinking occasionally, have now started to drink 

heavily. Finally, we want to determine the long term effects of heavy alcohol use on physical 

and mental health as well as on social and occupational functioning.  

 

Please read/listen to the following information carefully before you decide to participate. 

 

PROCEDURES 

Your participation in this study includes completing an interview which will be conducted in 

private by a trained researcher using a questionnaire. This interview will not take more than 

a couple of hours of your time. This could also be done in two sessions if you so wish. The 

interviewer will ask for information about alcohol use, health, work, finances and contacts 

with health service. He/she will then measure your blood pressure, height and weight; and 

take a sample of your blood for testing as this would give us further information about the 

state of your health. 

 

RISKS AND BENEFITS 
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By participating in this study you will be able to get some information about the state of your 

health from the blood investigations that we would conduct. We will send you a copy of the 

results of the blood tests if you request us to do so. Your participation in this study will help 

us to get a better understanding of the long term effects of alcohol on Goan males. This 

information will then help us develop effective health interventions and policy for alcohol use 

problems in Goa. Since this questionnaire will ask questions about your alcohol use you may 

find some the questions distressing. In our experience, most people do not experience these 

feelings and even if they do they do not last for more than one to two days. You might also 

have some discomfort at the site at which blood is drawn. This should usually subside within 

a few hours. If they do persist, please do not hesitate to contact using the details provided 

below. 

 

 

CONFIDENTIALITY 

Your name will never be connected to your blood results or to your responses on the 

questionnaires; instead, a number will be used for identification purposes. Information that 

would make it possible to identify you or any other participant will never be included in any 

sort of report. The data obtained from this study will be kept in a locked cabinet and will be 

accessible only to those working on the project. If we identify any health problem during this 

interview and if you would want further assessment by a doctor, we will be glad to refer you 

to your local government health centre or to your GP. If you want further help for any mental 

health or alcohol problems identified during this interview then one of our doctors will assess 

you further if you so wish. In our referral, we will only include information that is absolutely 

necessary for the doctor to provide you relevant clinical care. 

 

CONTACTS AND QUESTIONS 

 

At this time you may ask any questions you may have regarding this study. If you have 

questions later, you may contact the following 

(NAME AND CONTACT DETAILS OF PI OR RESEARCH COORDINATOR) 

(NAME AND CONTACT DETAILS OF CHAIR OF THE IRB) 
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Consent Form 

Please tick to confirm 

 

I confirm that I have read/listened and understand the information sheet dated for the above 

study.  • 

I have had the opportunity to consider the information, ask questions and have had these 

answered satisfactorily. • 

I understand that my participation is voluntary and that I am free to withdraw at any time, 

without giving any reason, without my medical care or legal rights being affected. • 

I would like to receive a paper copy of my blood results • 

I have been given a copy of the information sheet and consent form to keep.  

By signing this form I have not given up my legal rights • 

By signing this form, I give my free and informed consent to take part in this study as 

outlined in the information sheet and this consent form. Specifically, I agree to the following 

a) being interviewed,  

b) examined, and  

c) having blood drawn.  

 I agree to my information, including results of blood tests, to be used in research. • 

 

Signature of participant ___________________ 

 

Name of participant _____________________ 

 

I have explained the above and answered all questions asked by the participant 

 

Signature of person taking consent ______________ 
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Name of person taking consent ______________ 

 

If verbal consent, then witnessed by: 

Signature of witness ________________________ 

Name of witness ___________________________ 

Relation to participant _______________________ 

 

Date: 

 

 

 

 

 


