National Research Ethics Board (NREB) - Liberia
Parental or Guardian Permission Consent Form

	Protocol Title:

	Principal Investigator:

Faculty Advisor (if PI is a student):

	Description of Study Population:

	Version Date:



	INSTRUCTIONS:  To use this template, complete all required sections (substituting appropriate language for any italicized wording) and any applicable additional sections (marked “if applicable”), then delete all shaded instruction boxes, italicized instructions, brackets and/or omitted sections prior to submitting this form. 


	Key Information

The following is a short summary of this study to help you decide whether or not you/your child should participate. More detailed information is listed later on in this form.

Why am I being invited to take part in a research study?

We have invited you/your child to take part in a research study because [fill in study-specific details.]
INSTRUCTIONS: Fill in the circumstance or condition that makes subjects eligible for the research.

What should I know about a research study?

· Someone will explain this research study to you/your child.

· Whether or not you and/or your child take part is up to you/your child.

· You/your child can choose not to take part.

· You/your child can agree to take part and later change your mind.

· You/your child’s decision will not be held against you.

· You/your child may discuss whether to participate with family, friends and/or your doctor.
· You/your child can ask any questions before making a decision.

Why is this research being done?

INSTRUCTIONS: Explain the purpose of the research. Explain the background of the research problem. 

How long will I take part in this research?

INSTRUCTIONS: Outline the subject’s expected time commitment to complete the study, e.g., “We expect that you/your child will be in this research for [fill in study-specific details.].” Or, “It will take you/your child about 14 months to complete the study.  During this time you/your child will be asked to make 14 study visits.” 

You/your child will be asked to [fill in study-specific research procedures.] 

INSTRUCTIONS: Provide a high level summary of the procedures that will be done, e.g., you/your child will be given an investigational drug. You/your child will be asked to come into the study clinic for 3 study visits. You/your child will give a total of 3 blood samples and fill out questionnaires.

More detailed information about the study procedures can be found under the “What can I expect if I take part in this research?” section.

Is there any way being in this study could be bad for me?

INSTRUCTIONS: This beginning section of the consent form should identify the most important risks, e.g., emotional distress resulting from a series of questions in a social-behavioral research project or similar to the information that a physician might deliver in the clinical context in telling a patient how sick, e.g., how chemotherapy drugs will make them feel, but with a particular emphasis on how those risks are changed by participating in the study.

More detailed information about the risks of this study can be found under the “What are the risks and possible discomforts?” section.

Will being in this study help me in any way?

INSTRUCTIONS: This beginning section of the consent form should identify one or more likely benefits resulting from participation in the study; in doing so, you should not overemphasize the benefits. If you need to discuss benefits in additional detail, include an additional section later in the consent document.  

First describe any direct benefits to the subject, then any benefits to others. If benefits from participation may not continue after the research has ended, describe them here. 
Monetary reimbursement for participation is not a benefit.
Include for a study with no benefits to participation. Otherwise delete.
We cannot promise any benefits to you/your child or others from your/your child’s participation in this research. However, possible benefits may include [fill in study-specific details.]
[Include for a study with no benefits to participation. Otherwise delete.] There are no direct benefits to you/your child from taking part in this research. We cannot promise any benefits to others from your/your child’s participation in this research. However, possible benefits to others may include [fill in study-specific details.]
[Include for research involving prisoners. Otherwise delete.] Taking part in this research study will not improve your/your child’s housing or correctional program assignments. Further, your/your child’s participation in this study will not improve your/your child’s chance of parole or release.
What happens if I do not want to be in this research?

Participation in research is completely voluntary. You/your child can decide to participate or not to participate. Instead of being in this research study, your/your child’s choices may include [fill in study-specific alternatives, if any.]

INSTRUCTIONS: If applicable, list alternative procedures. For student subject pools, describe alternatives for course credit. For clinical trials, describe options that patients would normally be offered. If applicable, include supportive care as an option.
[Include if there are no alternatives other than participating. Otherwise delete.] Your/your child’s alternative to participating in this research study is to not participate.


Detailed Information
To follow, please find more detailed information about this study than already provided above.

About this consent form
Please read this form carefully. It provides important information about participating in research. You/your child have the right to take time in making decisions about participating in this research. If you/your child have any questions about the research or any portion of this form, you/your child can ask us at any time. If you agree to participate/that your child may participate in this research you will be asked to sign this form. A copy of the signed form will be provided to you for your record. 
Who can I talk to?

If you have questions, concerns, or complaints, or think the research has hurt you/your child, talk to the research team at [Insert contact information for the research team].
This research has been reviewed by the National Research Ethics Board of Liberia (IRB). If you wish to speak with someone from the IRB, you may contact the Office of Human Research Administration (OHRA) at +231777697606 or at nreb.liberia.gov@gmail.com  for any of the following:  
· If your/your child’s questions, concerns, or complaints are not being answered by the research team,

· If you/your child cannot reach the research team,

· If you/your child wants to talk to someone besides the research team,

· If you/your child has questions about your rights as a research participant, or 

· If you/your child wants to get information or provide input about this research.
Participation is voluntary

You/your child are invited to take part in this research because [fill in the circumstance/condition that makes the participant eligible].  It is your/your child’s choice whether or not to participate.  If you/your child choose to participate, you/your child may change your/their mind and leave the study at any time.  Refusal to participate or stopping your participation will involve no penalty or loss of benefits to which you/your child are otherwise entitled.
How many people will take part in this research?

About [fill in number] people will take part in this research.

What can I expect if I take part in this research?

As a participant, you/your child will be expected to complete the following [detail the study procedures, study visits, etc.].
What are my responsibilities? [Delete this section if not applicable]
As a participant, you/your child are responsible for [list responsibilities]. 

What are the risks and possible discomforts?

	INSTRUCTIONS: Describe the reasonably foreseeable risks or discomforts (whether physical, psychological, privacy, legal, social or economic) that may result from study procedures, (e.g., answering study questions, participating in focus group, using investigational products).  Do not understate risk and/or discomfort. Do not say that there are no risks; there is always the risk of breach of confidentiality.   


Are there any benefits from being in this research study?
	INSTRUCTIONS: Unless there are benefits, say: “There are no direct benefits to you/your child from your taking part in this research.”  If there may be benefits, say: “We cannot promise any benefits to you, your child, or others from your taking part in this research. However, possible benefits include [fill in possible benefits including benefits to a particular population or society at large].” If benefits from participation may not continue after the research has ended, describe them here.
Monetary reimbursement for participation is not a benefit.


What happens if I say yes, but I change my mind later?

You/your child can leave the research at any time it will not be held against you/your child. 

[Include if there are potential adverse consequences to withdrawing from the research. Otherwise delete] If you/your child decides to leave the research, [Describe the adverse consequences.] If you/your child decides to leave the research, contact the investigator so that the investigator can [Describe the procedures for orderly termination by the subject, if any.]
Can I still get medical care at <insert facility> if I choose not to participate in this research? [Delete this section if not applicable]
Yes, you/your child may still get medical care at [insert facility name(s)] if you/your child choose not to participate in this study. Your/your child’s decision will not change the care you/your child receives now or in the future.  Taking part in this research is your/your child’s choice. If you/your child decide to take part in this study, you/your child may leave/stop the study at any time.  There will be no penalty to you/your child and your/your child’s medical care will not be affected.  If you/your child would like to stop participating in this research you/your child should let us know. We will make sure that you/your child stop the study safely.
It is possible that the investigator may ask you/your child to stop the study before it is finished.  If this happens we will tell you/your child why and arrange for other care for you/your child if needed. 

Will I be compensated for participating in this research?  

	INSTRUCTIONS:  Include the following information in this section:

· Money or other forms of compensation or reimbursement, e.g., gift certificate, meal and travel expenses

· Include the method and timing of the compensation

· Include how the amount of compensation is calculated if the participant does not complete the entire study for any reason, e.g., “If you do not complete all of the study visits, we will give you $25 for each study visit you completed.”

If participants will not be paid or will not receive other forms of compensation for participation, include: “You will not be compensated for your participation in this research”.


What will I have to pay for if I participate in this research?

	INSTRUCTIONS: Describe any costs the participant may incur. If participants will not incur any costs, include: “It will not cost you anything to participate in this research”.


What happens if I am injured as a result of participating in this research study? [Delete this section if not applicable, i.e., minimal risk research] If physical injury resulting from participation in this research should occur, although some research policy is not to provide compensation, medical treatment will be available including first aid, emergency treatment and follow-up care as needed, and the NREB will request sponsor to provide insurance for the cost of such treatment. In making such medical treatment available, or providing it, the persons conducting this research project are not admitting that your/your child’s injury was their fault.
If I take part in this research, how will my privacy be protected? What happens to the information you collect? 

	INSTRUCTIONS: Describe confidentiality protections, including who will have access, how long data/specimens will be retained, and the destruction plan, if applicable. Include the following language as appropriate.  


Efforts will be made to limit the use and disclosure of your/your child’s personal information, including research study and medical records, to people who have a need to review this information. We cannot promise complete secrecy. Organizations that may inspect and copy your information include the IRB and other representatives of this organization [list all organizations that may have access to the subject’s records such as the Food and Drug Administration, when the research if FDA-regulated; Department of Health and Human Services, when the research is conducted or funded by DHHS; sponsor, contract research organization, sponsor’s agent and other collaborating institutions.]
[Describe any limitations on confidentiality. For example, if the research team is likely to uncover abuse, neglect, or reportable diseases that require mandatory reporting, disclose this information.]

Can I be removed from the research without my OK? 
[Include for research where this is a possibility. Otherwise delete.]
The person in charge of the research study or the sponsor can remove you/your child from the research study without your/your child’s approval. Possible reasons for removal include [describe reasons why the subject may be withdrawn, if appropriate.][Include for research where this is a possibility. Otherwise delete.] We will tell you about any new information that may affect your/your child’s health, welfare, or choice to stay in the research.

What else do I need to know? [Include for sponsored research. Otherwise delete.] 
This research is being funded by [Insert name of sponsor].
[Include for Veterans Administration (VA) research. Otherwise delete.] If you/your child are/is injured or made sick from taking part in this research study, medical care will be provided. In general this medical care will be provided in VA medical facilities. This care will be provided at no cost to you. Contact the investigator for more information.
[Include for Department of Defense (DOD) research that targets military personnel where subjects will be paid. Otherwise delete.] Military personnel should check with their supervisor before accepting payment for participation in this research.
[Include for research involving prisoners where there may be a need for follow-up examination or care after the end of participation. Otherwise delete.] If you/your child are released from jail before you/your child finish this research study, you should take steps to get insurance or Medicaid coverage. Regular office visits and standard treatment will be billed to you or your/your child’s health insurance. You/your child may continue in the research study after your/your child’s release from prison. If you move out of the area, we will help you make arrangements to be followed by a physician.
[Include for a clinical trial.] Instead of being in this research study, your/your child’s choices may include: [include alternatives.] The important risks and possible benefits of these alternatives include: [Describe the important risks and potential benefits of the alternative procedures and courses of treatment.]
[Include when applicable.]  Your/your child’s information and samples (both identifiable and de-identified) may be used to create products or to deliver services, including some that may be sold and/or make money for others. If this happens, there are no plans [or replace with plans when using identifiable information/samples] to tell you, or to pay you/your child, or to give any compensation to you, your child, or your family.  

[When applicable, include whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions; and for research involving biospecimens,]  Most tests done on samples in research studies are only for research and have no clear meaning for health care.  If the research with your/your child’s identifiable information or samples gives results that do have meaning for your/your child’s health, the researchers will/will not contact you to let you know what they have found.  If the researchers return genetic test results to you, it may be because they think you/your child could have a health risk and want to recommend that the test should be re-done by a certified clinical laboratory to check the results. If this happens, then you may want to get a second test from a certified clinical laboratory, consult your/your child’s own doctor, or get professional genetic counseling. You may have to pay for those additional services yourself.

Statement of Consent 
I have read the information in this consent form including risks and possible benefits.  All my questions about the research have been answered to my satisfaction.  I understand that I am free to withdraw at any time without penalty or loss of benefits to which I am otherwise entitled.

I agree for my child to participate in the study. 

[Omit the signature page if there is no written documentation of consent.]
Signature Block for Child: Parental/Guardian Permission
	Your signature below indicates your permission for the child named below to take part in this research.

	
	

	Name of participant
	

	
	
	

	Signature of first parent or guardian 
	
	Date

	
	
	· Parent

· Guardian (See note below)

	Printed name of first parent or guardian
	
	

	
	
	

	Signature of second parent
	
	Date

	
	

	Printed name of second parent 


	

	If signature of second parent not obtained, indicate why: (select one)

· IRB determined that the permission of one parent is sufficient (NOTE: REMOVE IF THE IRB HAS NOT APPROVED THIS OPTION)
· Second parent is deceased

· Second parent is unknown

· Second parent is incompetent

· Second parent is not reasonably available

· Only one parent has legal responsibility for the care and custody of the child

	Assent
	· Obtained

· Not obtained because: (NOTE: REMOVE ALL OPTIONS NOT APPROVED BY THE IRB)
· IRB determined that assent of the child was not a requirement 

· The capability of the child is so limited that the child cannot reasonably be consulted.

	
	

	Signature of person obtaining consent and assent
	

	
	______________________________
Date

	Printed name of person obtaining consent and assent
	

	My signature and date indicates that the information in the consent document and any other written information was accurately explained to, and apparently understood by, the participant or the participant’s legally authorized representative, and that informed consent was freely given by the participant or the legally authorized representative.

	Note on permission by guardians: An individual may provide permission for a child only if that individual can provide a written document indicating that he or she is legally authorized to consent to the child’s general medical care. Attach the documentation to the signed document.


Adapted: NREB Human Research Protection
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