 CONVERGENT: IRB

Assent Form for Minors

Name of Research Study:

Principal Investigator:

Introduction

This Consent Form contains information about the research named above.  In order to be sure that you are informed about being in this research study, we are asking you to read (or have read to you) this Consent Form.  You will also be asked to sign it (or make your mark in front of a witness).  A parental consent form has been signed by your parent(s)/guardian(s) and returned to the research staff before you can take part in the research.  We will give you a copy of this form.  This consent form might contain some words that are unfamiliar to you.  Please ask us to explain anything you may not understand.

Reason for the Research
You are being asked to take part in a research study to (objectives of the research in easily-understood words including reason(s) minors are being included as research subjects).).
General Information about (the Research Methods/Product/services)
(General information about the research methods/procedures/product(s)/services to be taken or used in the research. Identify what is experimental.)

[When applicable:  If you agree to be in this research study, here is how things will be different from simply getting (treatment/product) without taking part in the research.  The (standard treatment/product) part of the research would be available to you without agreeing to be in the research study.  The new (treatment/product) we are testing is still considered experimental and cannot be given except as part of a research study.]

Your Part in the Research
If you agree to be in the research study, you will (an explanation of the tests, procedures, follow-up, etc. that will be required).  Your part in the research will last _________.  About (# women/men/couples) will take part in this research (specify at this site and/or at # of sites.)

Possible Risks and Benefits 

(Specific language for each type of research.  If necessary, Risks and Benefits may be placed into separate subsections to avoid a potentially confusing document.)

[When applicable:  These risks would be the same whether you got (treatment/product/services) in the research study or got it without taking part in the research.  What taking part in the research adds to the risks is....]

If You Decide Not to Be in the Research
You are free to refuse to be in this research [and it will not affect the health care you would normally receive].

[When applicable: There are other methods of (treatment/Family Planning) available.  (List them.)  You may discuss these other methods with the clinic staff before making your decision.  You may choose any of these other methods, (conditions specific to this setting)]. 
Confidentiality
A parental consent form must be signed by your parent(s)/guardian(s) and returned to the research staff before you can take part in the research.  We will protect information about you and your taking part in this research to the best of our ability.  [Any information that will be shared with parent(s)/guardian(s), health care providers, school personnel, or others should be stated here.]  If the results of this research are published, your name will not be shown. 

[When applicable:  If you miss a scheduled visit, we may contact you at home by phone, mail or in person to schedule another visit and to see if you still want to take part in the research.  When this contact is made you will not be identified as being in this research study.]

Compensation
You will not be paid, since you do not have to take part in this research.  (If payment is planned, tell volunteer the actual amount to be given, conditions for receiving this payment, and when payments are made.  Payments should be made as the research study progresses and not be contingent upon the volunteer completing the entire research study.)
Staying in the Research Study

When applicable:  If you decide to take part in this research, we ask you to use only the research (drug, device or treatment) which we provide. (Or if the research method is to be used with another method, list conditions of use.  Also note any exceptions to the exclusive use requirement.)

Leaving the Research Study
You may leave the research study at any time.  

When applicable:  If so, please tell the research staff why you wish to leave.

[When applicable:  We will tell you if we learn something new about the (research product or services) that could affect your choice to stay in the research.  When you are no longer in the research, you will still be able to use this facility/services.]

Contact for Questions
If you have any questions about the study at any time, you may contact (Local Coordinator) at No: ________ or at E-mail id: _____________. For questions about your rights as a research subject you can contact the ________ and for any ethical issues, please contact Ms. Praveena AVR of CONVERGENT-IRB at 0120-3102109/10, E-mail: praveena@convergentview.com
If You Have a Problem
If you have a problem that you think might be related to taking part in this research, please call (name and number).  If you need more help, we may give you a referral where you may have to pay.  (If there is a different alternative, it should be stated here.)
PARTICIPANT’S AGREEMENT
Consent:

	Do you understand the purpose of this research?
	( Yes
	( No

	Should we explain the process again?
	( Yes
	( No

	Do you have any questions?
	( Yes
	( No

	Do you give your consent to allow your daughter to participate in the study?
	( Yes
	( No

	Do you need the copy of consent form?
	( Yes
	( No

	Do you give your consent for audio recording?
	( Yes
	( No


Please let me know if you would like to keep a copy of this form so that you can review the information at a later date, contact someone about the study, or simply keep it for your records.

Documentation: 

I have read or had this Informed Assent Form read to me. I understand that I am being asked to allow my child to participate in a research study to help create a life skill building curriculum for girls between ages 13-14 years. 

My questions and/or concerns have been answered to my satisfaction. I voluntarily agree to allow my daughter to participate in this study. I understand that if I decide that I would like to withdraw my consent I may do so at any time. 

Parent’s signature_______________________________________ Date: _________________________ 
	
	
	

	Signature of witness (wherever required otherwise remove it)
	( Yes
	( No

	Copy of consent form given to ………….:
	( Yes
	( No


I certify that the nature and purpose, the potential benefits, and possible risks associated with participating in this research have been explained to the above individual.

____________________
_______________________________________________________

Date








Signature of Person Who Obtained Consent
Minor Assent Form [Quant./Qual._Title of Study, Version #. #, Date, Page [#] 

