Participant Information Sheet 
(For Study Participants/Parents of children who would participate in the study)

Title of Project:_______________________________		

Principal Investigator: Name, 
Designation, 
Contact details________________

Co- Investigator(s): Name, 
Designation, 
Contact details________________

Collaborators: Name, 
Designation, 
Contact details________________

You are invited to take part in this research study. Research is different than routine care. Routine care is based upon the best-known treatment and is provided with the main goal of helping the individual patient. The main goal of research studies is to gain knowledge that may help future patients.
 
This Participant Information Sheet gives you important information about the study.  It describes the purpose of the study, and the risks and possible benefits of participating in the study.

Please take the time to review this information carefully. You are requested to ask for an explanation of any words you do not understand. After you have read the Participant Information Sheet you are free to talk to the doctors/researchers about the study and ask them any questions you have. You will be given a copy of the participant information sheet and discuss it with your friends, family, or other doctors about your participation in this study. 

If you have decided to take part in the study, you will be asked to sign the informed consent form which is along with this Participant Information Sheet.  Before you sign the informed consent form, be sure you understand what the study is about, including the risks and possible benefits to you. You will be given a copy of the Participant Information Sheet and signed informed consent form for your future reference.

Please remember that your participation in this study is entirely voluntary. You are free to withdraw from the study at any point of time without affecting your medical care and services. Also, by signing the Consent form you have not waived off any rights as a participant.

You may please note that being in a research study does not take the place of routine physical examination or visits to your doctor and should not be relied on to diagnose or treat any other medical problems.

1. What is this research study about? 
2. What information is known about this type of research study?
3. Why is this research study being done?
4. How will the research study be done? 
5. Who can take part in this research study?
6. How many participants will be included in this research study?
7. What do you have to do if you agree to take part in the research study? 
8. What are the possible benefits to you by being in the research study?
9. What are the tests that will be performed on the participant/ biological sample? 
10. How long will you be in the research study?
11. How long the biological samples will be stored and how will they be disposed? (Make sure to include this statement in the answer that a person can yet participate in the current study even if they refuse to store their biological sample)
12. Under what conditions will your Participation in the study be terminated? 
13. What are the possible risks and inconveniences that you may face by being in the research study?
14. What happens if you are injured since you took part in this research study?
15. What are the other treatment options/alternatives to participation? ( If it’s an observational study please write NA. The answer cannot be “other option is not to participate in the study”)
16. What will happen if you change your mind about participation in this research study? 
17. How will your privacy and confidentiality be maintained? 
18. Will you have to bear any Expenses or Costs by participating in the research study?
19. Whom do you call if you have questions or problems?
a. Research related
b. Regarding rights as a Participant

Please contact the researchers listed below:
Obtain more information about the study
Ask a question about the study procedures or treatments

Dr. ……………….
Scientist........
Department......
National Institute for Research on Women’s Health (ICMR)
J. M. Street
Parel, Mumbai 400 012
Phone: 2419........ , time to contact- anytime/9.00 am to 5.00 pm



Dr.......................
Scientist........
Department......
National Institute for Research on Women’s Health (ICMR)
J. M. Street, Parel, Mumbai 400 012
Phone: 2419………, time to contact- anytime/9.00 am to 5.00 pm
	  	            
If you have questions or concerns about your rights as a research participant or a concern about the study, please feel free to address the Ethics Committee through the Ethics Office.  (Please feel free to address the Ethics Committee through the Ethics Office and identify yourself by the ‘participant identification number’ as filled in your participant enrollment form – for sensitive study like HIV)

Member Secretary (Please don’t write the name of Member Secretary)
NIRWoH Ethics Committee for Human Studies 
National Institute for Research on Women’s Health
J.M.Street, Parel. Mumbai 400 012
Tel.No.: Direct- 022-24192147, Board no.- 022-24192000
Email :  ethics@nirrch.res.in
Time to contact- anytime/9.00 am to 5.00 pm

The Institutional Ethics Committee for Human Research comprises a group of people like  doctors, researchers, and community people (non-scientific) who work towards safeguarding the rights of the study participants like you who take part in research studies undertaken at the institute - National Institute for Research on Women’s Health
Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.
If you agree to participate in this study, you will receive a signed and dated copy of this consent form for your records



NATIONAL INSTITUTE FOR RESEARCH ON WOMEN’S HEALTH
(INDIAN COUNCIL OF MEDICAL RESEARCH)
J. M. Street, Parel, Mumbai 400 012.
           
Informed Consent Form

I_________________________ have read /have had read the participant information sheet version no. ……..dated…………bearing page numbers 1-…..  of the research study entitled …………………………                                                       
The information contained in the participant information sheet regarding the nature and purpose of the study, safety, and its potential risks/benefits,expected duration of the study, and other relevant details of the study including my role as a study participant have been explained to me in the language that I understand.  I have had the opportunity to ask queries, which have been clarified to my satisfaction.
I understand that my participation is voluntary and that I have the right to withdraw from the study at any time without giving any reasons for the same.  This will not affect my further medical care or any legal right.
[bookmark: _GoBack]I understand that the information collected about me during the research study will be kept confidential. The representatives of the sponsor/government regulatory authorities/ethics committees may wish to examine my medical records/study-related information at the study site to verify the information collected. By signing this document, I permit these individuals to have access to my records.
I hereby give my consent willingly to participate in this research study.  I am informed that I will be/ will not be given any compensation/reimbursement for participation in the study.

For Limited or non-readers: (Illiterate participants) I have witnessed the consent procedure of the study participant and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely.

Signature/Thumb impression of the Study Participant with date
Name of the Study Participant
								
(Impartial witness of the consent procedures if the participant is illiterate)	   		
I have witnessed the consent procedure of the study participant and the individual has had the opportunity to ask questions.		   
				

Signature of Impartial witness	 			 Signature/Thumb impression of Parent/LAR
with date   						 with date
Name of the Witness	    			 	Name of the Parent/LAR  		 



Signature of Principal Investigator/Collaborator 	          	Signature of Person administering the consent
with date 						with date 		
Name of the Principal Investigator/collaborator          Name of the Person administering the consent
	




NATIONAL INSTITUTE FOR RESEARCH ON WOMEN’S HEALTH
(INDIAN COUNCIL OF MEDICAL RESEARCH)
J. M. Street, Parel, Mumbai 400 012.

Informed Consent Form 
(For future use of stored data)
PLEASE TICK THE APPROPRIATE OPTION THAT THE PARTICIPANT HAS CONSENTED TO
I___________________________________________________________________ 
· Agree to allow my data to be stored for future use for --------yrs/indefinite period
· for any biomedical research 
· for specific diseases such as cancer research
· for other pre-specified diseases such as Diabetes/Heart Disease

· Do not wish to allow my data to be stored for future use which is beyond the scope I have already consented to, unless researchers re-contact me to seek my permission
· Do not wish to allow my data to be stored for future research. I do not want researchers to contact me about future studies.

· I wish to be informed/not to be informed about the results of my investigation. In this case, I agree to take the responsibility to inform the Principal Investigator of the research study if there is a change in my contact details i.e. address or contact number.
I understand that if I have permitted the use of my samples for future storage, the investigators will take appropriate permission from the Ethics Committee. 
For Limited or non-readers: (Illiterate participants) I have witnessed the consent procedure of the study participant and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely.

Signature/Thumb impression of the Study Participant with date
     Name of the Study Participant                                                                                     



Signature of Impartial witness	 			 Signature/Thumb impression of Parent/LAR
with date   						 with date
Name of the Witness	    			 	Name of the Parent/LAR  		 



Signature of Principal Investigator/Collaborator 	          	Signature of Person administering the consent
with date 						with date 		
Name of the Principal Investigator/collaborator        Name of the Person administering the consent							   
		
			

NATIONAL INSTITUTE FOR RESEARCH ON WOMEN’S HEALTH
(INDIAN COUNCIL OF MEDICAL RESEARCH)
J. M. Street, Parel, Mumbai 400 012.

Informed Consent Form 
(For future use of stored samples)
PLEASE TICK THE APPROPRIATE OPTION THAT PARTICIPANT HAS CONSENTED TO
I___________________________________________________________________ 
· Agree to allow my sample/ biological specimen to be stored for future use for --------yrs/indefinite period
· for any biomedical research 
· for specific diseases such as cancer research
· for other pre-specified diseases such as Diabetes/Heart Disease

· Do not wish to allow my sample/ biological specimen to be stored for future use which is beyond the scope I have already consented to, unless researchers re-contact me to seek my permission
· Do not wish to allow my sample/ biological specimen to be stored for future research. I do not want researchers to contact me about future studies.

· I wish to be informed/not to be informed about the results of my investigation. In this case, I agree to take the responsibility to inform the Principal Investigator of the research study if there is a change in my contact details i.e. address or contact number.
I understand that if I have permitted the use of my samples for future storage, the investigators will take appropriate permission from the Ethics Committee. 
For Limited or non-readers: (Illiterate participants) I have witnessed the consent procedure of the study participant and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely.

 Signature/Thumb impression of the Study Participant with date
 Name of the Study Participant                                                                                     


Signature of Impartial witness	 			 Signature/Thumb impression of Parent/LAR
with date   						 with date
Name of the Witness	    			 	Name of the Parent/LAR  		 


Signature of Principal Investigator/Collaborator 	          	Signature of Person administering the consent
with date 						with date 		
Name of the Principal Investigator/collaborator          Name of the Person administering the consent


Assent Information Sheet

Title of Project:_______________________________		

Principal Investigator: Name, 
Designation, 
Contact details________________

Co- Investigator(s): Name, 
Designation, 
Contact details________________

Collaborators: Name, 
Designation, 
Contact details________________

You are invited to take part in this research study. Research is different than routine care. Routine care is based upon the best-known treatment and is provided with the main goal of helping the individual patient. The main goal of research studies is to gain knowledge that may help future patients.
 
This Participant Information Sheet gives you important information about the study.  It describes the purpose of the study, and the risks and possible benefits of participating in the study.

Please take the time to review this information carefully. You are requested to ask for an explanation of any words you do not understand. After you have read the Participant Information Sheet you are free to talk to the doctors/researchers about the study and ask them any questions you have. You will be given a copy of the participant information sheet and discuss it with your friends, family, or other doctors about your participation in this study. 

If you have decided to take part in the study, you will be asked to sign the informed consent form which is along with this Participant Information Sheet.  Before you sign the informed consent form, be sure you understand what the study is about, including the risks and possible benefits to you. You will be given a copy of the Participant Information Sheet and signed informed consent form for your future reference.

Please remember that your participation in this study is entirely voluntary. You are free to withdraw from the study at any point of time without affecting your medical care and services. Also, by signing the Assent form you have not waived off any rights as a participant.

You may please note that being in a research study does not take the place of routine physical examination or visits to your doctor and should not be relied on to diagnose or treat any other medical problems.

1. What is the study about and how it might help?
2. What do you have to do if you take part in the study?
3. What discomfort there might be and what will be done to minimize it?
4. Who will answer the child’s questions during the study?
5. Whether an option to say “no” exists? 
6. Whom do you call if you have questions or problems?
a. Research related
b. Regarding rights as a Participant

Please note that some questions may not be applicable to your research study, and hence can be marked as Not Applicable, For example, Q.12 is applicable for clinical trials, Q.10 may not be applicable for basic research studies wherein the biological samples are taken at a point time.

Please contact the researchers listed below:
Obtain more information about the study
Ask a question about the study procedures or treatments

Dr. ……………….
Scientist........
Department......
National Institute for Research on Women’s Health (ICMR)
J. M. Street
Parel, Mumbai 400 012
Phone: 2419........ , time to contact- anytime/9.00 am to 5.00 pm

Dr.......................
Scientist........
Department......
National Institute for Research on Women’s Health (ICMR)
J. M. Street, Parel, Mumbai 400 012
Phone: 2419………, time to contact- anytime/9.00 am to 5.00 pm
	  	            
If you have questions or concerns about your rights as a research participant or a concern about the study, please feel free to address the Ethics Committee through the Ethics Office.  (Please feel free to address the Ethics Committee through the Ethics Office and identify yourself by the ‘participant identification number’ as filled in your participant enrollment form – for sensitive studies like HIV)

Member Secretary (Please don’t write the name of Member Secretary)
NIRWoH Ethics Committee for Human Studies 
National Institute for Research on Women’s Health
J.M.Street, Parel. Mumbai 400 012
Tel.No.: Direct- 022-24192147, Board no.- 022-24192000
Email :  ethics@nirrch.res.in
Time to contact: time to contact- anytime between 9.00 a.m. to 5.00 p.m.

The Institutional Ethics Committee for Human Studies comprises a group of people like doctors, researchers, and community people (non-scientific) who work towards safeguarding the rights of the study participants like you who take part in research studies undertaken at the institute - National Institute for Research on Women’s Health
Do not sign this consent form unless you have had a chance to ask questions and have received satisfactory answers to all of your questions.
If you agree to participate in this study, you will receive a signed and dated copy of this consent form for your records





























NATIONAL INSTITUTE FOR RESEARCH ON WOMEN’S HEALTH
(INDIAN COUNCIL OF MEDICAL RESEARCH)
J. M. Street, Parel, Mumbai 400 012.
           
Assent Form

I ……………have read /have had read the participant information sheet version no. ……..dated…………bearing page numbers 1-…..  of the research study entitled …………………………                                                           
The information contained in the participant information sheet regarding the nature and purpose of the study, safety, and its potential risks/benefits and expected duration of the study, and other relevant details of the study including my role as a study participant have been explained to me in the language that I understand.  I have had the opportunity to ask queries, which have been clarified to my satisfaction.
I understand that my participation is voluntary and that I have the right to withdraw from the study at any time without giving any reasons for the same.  This will not affect my further medical care or any legal right.
I understand that the information collected about me during the research study will be kept confidential. The representatives of sponsor/, government regulatory authorities/ethics committees may wish to examine my medical records/study-related information at the study site to verify the information collected. By signing this document, I permit these individuals to assess my records.
I hereby give my assent willingly to participate in this research study.

For Limited or non-readers: (Illiterate participants) I have witnessed the assent procedure of the study participant and the individual has had the opportunity to ask questions. I confirm that the individual has given assent freely.


Signature/Thumb impression of Study Participant with date (If age between 12 -18 years) 	
Name of the Study Participant 	



Signature/Thumb impression of Parent/LAR                    Signature of Impartial witness with date
with date
Name of the Parent/LAR                                                   Name of the Witness 



Signature of Principal Investigator/Collaborator 	            Signature of Person administering the assent 
with date 	                                        with date 
Name of the Principal Investigator/Collaborator  	      Name of the Person administering the assent








NATIONAL INSTITUTE FOR RESEARCH ON WOMEN’S HEALTH
(INDIAN COUNCIL OF MEDICAL RESEARCH)
J. M. Street, Parel, Mumbai 400 012.
           
Parental/LAR  Consent Form

I_________________________have read /have had read the participant information sheet version no. ……..dated…………bearing page numbers 1-…..  of the research study entitled “………”.                                                      
The information contained in the participant information sheet regarding the nature and purpose of the study, safety, and its potential risks/benefits and expected duration of the study, and other relevant details of the study including my child’s role as a study participant have been explained to me in the language that I understand (Hindi/Marathi).  I have had the opportunity to ask queries, which have been clarified to my satisfaction.
I am willing to give relevant information about my child (Name of Child………………) and allow clinical examination of my child/collection of biological samples from my child. 
I understand that my child’s participation is voluntary and that he/she has the right to withdraw from the study at any time without giving any reasons for the same.  This will not affect his/her further medical care or any legal right.
I understand that the information collected about my child during the research study will be kept confidential. The representatives of the sponsor/, government regulatory authorities/ethics committees may wish to examine his/her medical records/study-related information at the study site to verify the information collected. By signing this document, I permit these individuals to have access to my child’s records.
I hereby consent willingly to my child’s participation in this research study.  I am informed that I will not be given any compensation/ reimbursement for participation in the study.

For Limited or non-readers: (Illiterate participants) I have witnessed the consent procedure of the parents of the study participant and the individual has had the opportunity to ask questions. I confirm that the individual has given consent freely.



Signature of Impartial witness	 			 Signature/Thumb impression of Parent/LAR
with date   						 with date
Name of the Witness	    			 	Name of the Parent/LAR  		 



Signature of Principal Investigator/Collaborator 	          	Signature of Person administering the consent
with date 						with date 		
Name of the Principal Investigator/Collaborator  	Name of the Person administering the consent	




Oral Assent Information Sheet
NATIONAL INSTITUTE FOR RESEARCH ON WOMEN’S HEALTH
(INDIAN COUNCIL OF MEDICAL RESEARCH)
J. M. Street, Parel, Mumbai 400 012. 
Oral Assent Information Sheet (for children from 7 years to below 12 years)

Title of Project: _______________________________		

Principal Investigator: Name, 
Designation, 
Contact details________________

Co-Investigator(s): Name, 
Designation, 
Contact details________________

Collaborators: Name, 
Designation, 
Contact details________________

We are here to invite you to take part in this research study. Routine care for illness & Research are different from each other. Routine care is based upon the best-known treatment and is provided with the main goal of helping the individual patient. However, the main goal of research studies is to gain knowledge that may help future patients.
 
This information about the study will describe the purpose of the study and the risks and possible benefits of participating in the study.

Please try to understand the information carefully & also feel free to ask for an explanation of any words/ part of the conversation you do not understand. After you know the purpose of this study, you are free to talk to the doctors/researchers/ your parents or guide/ teacher about the study and ask them any questions you have. You can even discuss the information about your participation in this study with your friends, family, or other doctors. 

If you have decided to take part in the study, you will be given a copy of the information you have heard from the research team. The respective person from the team will also inform about the study to one/ both of your parents or a legally authorized representative (LAR) & Parental consent also will be obtained. 
Please remember that your participation in this study is entirely voluntary. You are free to withdraw from the study at any point in time without affecting your medical care and services. 
Please note that participating in a research study does not replace routine physical examination or visits to your own doctor and should not be relied on to diagnose or treat any other medical problems.
PI should note that the type and amount of information given needs to be simplified as per the child’s cognitive and developmental level. 
The information should be as simple as it can and also should be age-appropriate. 
The basic information that needs to be provided includes the points given below:
1. What is the study about and how might it help
We want to see whether a new medicine will or won’t help children like you who have skin rashes”
“We want to understand why children get tummy aches like you do”
2. What will happen and when
“You will come to the hospital in the morning with an empty stomach. We will insert a needle and take a teaspoonful of blood”
3. What discomfort there might be and what will be done to minimize it
“It will hurt as much as a pinprick, but the pain will last only 5 minutes. The area may look red for some time” (if the blood is withdrawn during the study)
4. Who will answer the child’s questions during the study
		        If you have any questions at any time, you can ask Dr ________________________.

5. Whether an option to say “no” exists
“You can say “no” if you don’t wish to participate in the study. No one will be angry with you.”
“If you say “yes” and then change your mind later, it will be fine. No one will scold you”.

6. What are the possible benefits of participating in the study?
“You may get the answer related to the trouble you are facing currently”
“You may not get any benefit but your friends/ other children of your age might get a solution for their Health trouble”

7. Whom do you call if you have questions or problems?
a. Research related

Dr. ……………….
Scientist........
Department......
ICMR-NIRWoH
J. M. Street
Parel, Mumbai 400 012
Phone: 2419........ 
 time to contact- anytime/9.00 am to 5.00 pm

b. Regarding rights as a participant

If you have questions or concerns about your rights as a research participant or a concern about the study, please feel free to address the Ethics Committee through the Ethics Office.  (Please feel free to address the Ethics Committee through the Ethics Office and identify yourself by the ‘participant identification number’ as filled in your participant enrollment form – for sensitive studies like HIV)

Member Secretary (Please don’t write the name of Member Secretary)
ICMR-NIRWoH Ethics Committee for Human Studies 
NATIONAL INSTITUTE FOR RESEARCH ON WOMEN HEALTH
J.M.Street, Parel. Mumbai 400 012
Tel.No.: Direct- 022-24192147, Board no.- 022-24192000
Email: ethics@nirrh.res.in 
Time to contact: time to contact- anytime/ 9.00 a.m. to 5.00 p.m.

