IRB-HSR#______ Sponsor’s # (If applicable)_______  

Title...


Participant’s Name______________________________


INTERNATIONAL RESEARCH CONSENT FORM

--CONSENT TO PARTICIPATE IN A RESEARCH STUDY--
What is this study about?
Doctors at the University of Virginia in the United States are trying to learn more about insert topic of research.  This is called a research study.  
The reason to do this research study is insert reason.
You are asked to be in this research study because insert explanation of why subject is being asked to participate.
The researcher in charge of this study is insert name of UVa PI and local researcher/ advisor.
This study will take place insert location of study and will last for insert duration of participation.

What will happen during the study?

INSTRUCTIONS: Insert simple explanation of the procedures to be carried out by the investigator and the participant.  Clearly describe which procedures are usual practice and which procedures are experimental.   Describe the purpose for shipping any samples/specimens back to UVa.  State whether and why those specimens will be held/stored after the data analysis is complete.  Otherwise state the specimens will be destroyed after data analysis is complete.
Could the research hurt me?
Sometimes things happen to people in research studies that may hurt them or make them feel bad.  These are called risks.  The risks of this study are…

INSTRUCTIONS:  If the risk from the research differs from routine medical care , describe the difference here. 

INSTRUCTIONS:  If drawing blood add:
You may have pain when the needle is inserted, have a bruise where the blood is taken or get an infection where the blood is taken.  An infection does not happen very often.  

INSTRUCTIONS:  If applicable add: 

If you are pregnant or think you might be pregnant please tell us so we can talk about this with you. 

INSTRUCTIONS:  If there are risks in the case of research –related injury, add: 

If you are hurt by being in this study in a way that is not described in this document, the research team might not be able to pay for your treatment/care to treat the injury. We also have no plans to pay you for lost wages, disability, or discomfort.  You should discuss this important issue with the researcher before you sign this document.
Insert name and contact information for local member of research team. 

Could the research help me?

People also might have good things happen to them because they are in research studies.  These are called benefits.  The benefits to you of being in this study might be insert potential benefits if they exist.  If there are none- delete the previous sentence and add the following sentence:  There are no benefits to you for being in this study.  

The benefits of this research to your community might be insert potential benefits if they exist.  If there are none- delete this sentence. 
The doctor and/or the researcher will inform you of any relevant information found from the conduct of this study that is important to your personal medical care or situation. 

How will my privacy be protected?  
Study records that identify you will be kept confidential as required by United States privacy regulations.  You agree to allow insert name of UVa PI and local researcher and their staff (researchers associated with their staffs and the University of Virginia) to use and disclose health information about you to conduct this study.  These individuals, or the University of Virginia on their behalf, may also release your medical records, the consent form associated with this study, this authorization and the information about you created by this study to the insert name of sponsor or their designates.  In addition, the information created about you may be shared with other institutions doing this study.  Other persons who may have access to your records include groups such as data and safety monitoring boards which oversee the safety of a study including accrediting agencies, insert name of country and United States federal, state and local agencies having oversight over this research, for example, the United States Department of Health and Human Services (DHHS); if the study involves an investigational drug, device or biologic add the following the US Food and Drug Administration ( FDA)  and the University of Virginia Research Compliance staff and Institutional Review Board (IRB) members or designates.  The IRB is a special committee at the University of Virginia that reviews all medical research studies involving human participants and is similar to the insert name of local ethics committee. 

If you sign this form, you have given us permission to release information to these other people.  There is no expiration date to this permission.  If you decided to withdraw your permission and end this agreement to release the information collected about you, please contact insert name and contact information for local researcher.  He/she will help you document in writing your decision to withdraw this permission.  Please note that any information already obtained will continue to be used.

Because of the need to release information to these parties, absolute confidentiality cannot be guaranteed.  There is potential that information released to the insert name of sponsor or governmental agencies may be released again and would no longer be protected by privacy laws.  

Your participation in this research study is voluntary.  However, you will not be allowed to participate in this research if you do not sign this form. 

Will I be compensated for my participation?
INSTRUCTIONS:  If applicable add the following, otherwise delete this section. 

In return for your participation in this study, you will be paid/you will receive insert amount/ type of compensation.  You can expect to collect your compensation in the following timeframe:  insert expected timeframe.  

Do I have to participate?

You do not have to be in this study if you do not want to.  This means your participation is voluntary. 
It is up to you to decide whether or not being in the study is in your best interest.  

You can also stop participating in this study at any time.  Any information gathered about you before you decide to stop this study will continue to be used.  If you decide to stop, no one will be angry or upset with you.   No one will treat you differently if you decide not to be in this study. 
INSTRUCTIONS:  If relevant, add any safety procedures that must be followed if the subject decides to leave the study early. 

If I don't want to participate, what other choices do I have?

INSTRUCTIONS:  Insert information regarding alternatives to participation.  If there are none simply include the sentence.  The only alternative is to not participate in this study.   

Who can I contact with questions about my rights as a research subject?
University of Virginia Institutional Review Board for Health Sciences Research

PO Box 800483

Charlottesville, Virginia 22908 USA

434-924-2620

irbhsr@virginia.edu

INSTRUCTIONS:   Insert full name and contact information( address, phone, email)  for local research ethics committee if one was involved in the approval of this study. 
Who can I contact with questions about this study?
INSTRUCTIONS:   Insert full name and contact information ( address, phone, email) for the UVa PI and for any onsite advisor/ local member of the research team in the community where the research will be conducted.   
Signatures
Please ask as many questions as you need to make sure you understand the study before you sign this form. Signing this document means that the research study, including the above information, has been explained to you, and that you voluntarily agree to participate. 

Consent From Adult

	______________________

PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	


To be completed by participant if 18 years of age or older. 

If an interpreter is involved in the consent process because the potential subject does not speak English well or at all, the participant should NOT sign on the line above – leave this line blank.  Instead, the participant should sign the Short Form written in the language they can understand. 

Consent From Impartial Witness

If this consent form is read to the subject because the subject is blind or illiterate, an impartial witness not affiliated with the research or study doctor must be present for the consenting process and sign the following statement.  The subject may place an X on the Participant Signature line above. 

I agree the information in this informed consent form was presented orally in my presence to the subject and the subject had the opportunity to ask any questions he/she had about the study.   I also agree that the subject freely gave their informed consent to participate in this trial. 

	_______________________________
IMPARTIAL WITNESS
(SIGNATURE)
	
	_____________________________
IMPARTIAL WITNESS
(PRINT)
	
	________
DATE


Person Obtaining Consent

By signing below you confirm that you have fully explained this study to the potential subject, allowed them time to read the consent or have the consent read to them, and have answered all their questions. 

	_______________________________
PERSON OBTAINING CONSENT
(SIGNATURE)
	
	_____________________________
PERSON OBTAINING CONSENT
(PRINT)
	
	________
DATE


INSTRUCTIONS: Delete the signature line below for the interpreter if you will not enroll subjects who do not speak English. Remember- you must have IRB approval to enroll subjects who do not speak English and have an IRB approved short form. 

Interpreter

By signing below you confirm that the study has been fully explained to the potential subject in a language they understand and have answered all their questions.

	____________________________

INTERPRETER
(SIGNATURE)
	
	_____________________________
INTERPRETER
(PRINT)
	
	________
DATE


If an interpreter was used to explain this study to a potential subject, the interpreter must sign and date the line above. 
INSTRUCTIONS:   If this form will be used in a study where children are enrolled, insert the following signature section(s)  
Parental/ Guardian Permission

By signing below you confirm you have the legal authority to sign for this child.

	__________________________
PARENT/GUARDIAN
(SIGNATURE)
	
	________________________
PARENT/GUARDIAN
(PRINT NAME)
	
	______
DATE
	
	


	INSTRUCTIONS: Second parent/guardian signature section to be added if there is risk but no benefit to the participant.

	
	
	
	
	
	
	

	__________________________
PARENT/GUARDIAN
(SIGNATURE)
	
	________________________
PARENT/GUARDIAN
(PRINT NAME)
	
	______
DATE
	
	



If you are unable to obtain parental permission from both parents/guardians, explain why not:

_____________________________________________________________________________

If an interpreter is involved in the consent process because the parent/guardian does not speak English well or at all, the parent/guardian should NOT sign on the line(s) above – leave the line(s) above blank.  Instead, the parent/guardian should sign the Short Form written in the language they can understand. 

Consent From Impartial Witness

If this consent form is read to the parent(s) because the parent(s) is blind or illiterate, an impartial witness not affiliated with the research or study doctor must be present for the consenting process and sign the following statement.  The parent may place an X on the Parent Signature line above. 

I agree the information in this informed consent form was presented orally in my presence to the parent(s) guardian(s) and the parent(s)/guardian(s) had the opportunity to ask any questions he/she had about the study.   I also agree that the parent(s)/guardian(s) freely gave their informed consent for their child to participate in this trial. 

	_______________________________
IMPARTIAL WITNESS
(SIGNATURE)
	
	_____________________________
IMPARTIAL WITNESS
(PRINT)


	
	________
DATE


Person Obtaining Parental/Guardian Permission

By signing below you confirm that you have fully explained this study to the parent/guardian, allowed them time to read the consent or have the consent read to them, and have answered all their questions. 

	_______________________________
PERSON OBTAINING PARENTAL/ GUARDIAN PERMISSION
(SIGNATURE)
	
	_____________________________
PERSON OBTAINING PARENTAL/GUARDIAN PERMISSION
(PRINT NAME)
	
	________
DATE


INSTRUCTIONS: If verbal assent (and not written assent) will be obtained from the child,   DELETE the section “Assent from Child” below and only include the “Person Obtaining Assent of the Child” section in the consent document:

Assent from Child

Consent from the parent/guardian MUST be obtained before approaching the child for their assent. 

	__________________________
PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	

	


Person Obtaining Assent of the Child (less than 18 years of age)

Consent from the parent/guardian MUST be obtained before approaching the child for their assent. 

By signing below you confirm that the study has been explained to the child (less than 18 years of age), all questions have been answered and the child has voluntarily agreed to participate. 

	__________________________
PERSON OBTAINING ASSENT
(SIGNATURE)
	
	________________________

PERSON OBTAINING ASSENT
(PRINT)
	
	_______

DATE


INSTRUCTIONS: Delete the signature line below for the interpreter if you will not enroll subjects who do not speak English. Remember- you must have IRB approval to enroll subjects who do not speak English and have an IRB approved short form. 

Interpreter

By signing below you confirm that the study has been fully explained to the potential subject in a language they understand and have answered all their questions.

	_____________________________

INTERPRETER
(SIGNATURE)
	
	_____________________________
INTERPRETER
(PRINT)
	
	________
DATE


If an interpreter was used to explain this study to a potential subject who is a child, the interpreter must sign and date the line above. 
_____________________________________________________________________________

Surrogate Consent 

In the event the adult participant is unable to give informed consent for participation in this study:

__________________/_________________________

_______________

PERSON GIVING CONSENT FOR PARTICIPANT


DATE

(Signature/ Printed)

RELATIONSHIP TO PARTICIPANT: _________________________________________

If an interpreter is involved in the consent process because the surrogate does not speak English well or at all, the surrogate should NOT sign on the line above – leave this line blank.  Instead, the surrogate should sign the Short Form written in the language they can understand. 

_____________________________________________________________________________

Person Obtaining Consent of the Surrogate

By signing below you confirm that you have fully explained this study to the potential subject’s surrogate, allowed them time to read the consent or have the consent read to them, and have answered all their questions. 

	_______________________________
PERSON OBTAINING CONSENT
(SIGNATURE)
	
	_____________________________
PERSON OBTAINING CONSENT
(PRINT)
	
	________
DATE


_______________________________________________________________________

Consent From Impartial Witness

If this consent form is read to the subject’s surrogate because the subject’s surrogate is blind or illiterate, an impartial witness not affiliated with the research or study doctor must be present for the consenting process and sign the following statement.  The subject’s surrogate may place an X on the “Person giving consent for participant” signature line above. 

I agree the information in this informed consent form was presented orally in my presence to the subject’s surrogate and the subject’s surrogate had the opportunity to ask any questions he/she had about the study.   I also agree that the subject’s surrogate freely gave their informed consent for the subject to participate in this trial. 

	_______________________________
IMPARTIAL WITNESS
(SIGNATURE)
	
	_____________________________
IMPARTIAL WITNESS
(PRINT)
	
	________
DATE


_______________________________________________________________________

INSTRUCTIONS: Delete this section if the study will be approved via expedited review or if the full board determines the study is no more than a minor increase over minimal risk. 

Attending Physician Approval

I am the doctor that provides medical care for this subject.  I believe that his/her health might be helped by being in this study.   I approve his/her participation in this research study.  

	_______________________________
ATTENDING PHYSICIAN
(SIGNATURE)
	
	_____________________________
ATTENDING PHYSICIAN
(PRINT NAME)


	
	________
DATE


Note:  If the researcher is also the attending physician for the patient, they may also sign here as the attending physician.

_______________________________________________________________________

INSTRUCTIONS: Delete this section if ALL subjects in the study will be incapable of giving assent (e.g. all subjects in a coma) or if the protocol including surrogate consent was approved by the full board. If the section below is kept there might be situations where some subjects are able to assent (mild Alzheimer’s) and others are not (severe Alzheimer’s, coma). 

Person Obtaining Assent of the Adult Subject

The subject is unable to give assent due to the following reason:  _______________________________________________________

OR

By signing below you confirm that the study has been explained to the adult subject, all questions have been answered and the adult subject has not demonstrated resistance or dissent by word or gesture to enroll in the study. You also confirm that if the subject demonstrates resistance or dissent at any point in the study that they will not be subjected to any additional study interventions. 
	__________________________
PERSON OBTAINING ASSENT
(SIGNATURE)
	
	________________________

PERSON OBTAINING ASSENT
(PRINT)


	
	_______

DATE


_______________________________________________________________________

Interpreter

By signing below you confirm that the study has been fully explained to the potential subject’s surrogate in a language they understand and have answered all their questions.

	_____________________________

INTERPRETER
(SIGNATURE)
	
	_____________________________
INTERPRETER
(PRINT)
	
	________
DATE


If an interpreter was used to explain this study the interpreter must sign and date the line above. 

_______________________________________________________________________

Consent of the Participant to Continue to Be in the Study

Your legal representative gave his/her permission for you to be in this research study.  This is because you were not able to make your own decision due to your illness. Your condition is now better. You are being asked to decide whether to continue to be in this study. The decision is up to you. Before you sign this form, please ask questions about any part of this study that is not clear to you. When you sign below, you are saying you understand the information we gave you about the study and in this form. 
If you sign this form it means that you agree to continue being in the study.
__________________________
__________________________  __________  

PARTICIPANT



PARTICIPANT 



DATE
    

(SIGNATURE)



(PRINT)

If an interpreter is involved in the consent process because the subject does not speak English well or at all, the subject should NOT sign on the line above – leave this line blank.  Instead, the subject should sign the Short Form written in the language they can understand. 

_______________________________________________________________________

Person Obtaining Consent of the Subject

By signing below you confirm that you have fully explained this study to the subject, allowed them time to read the consent or have the consent read to them, and have answered all their questions. 

________________________
__________________________  __________  

PERSON OBTAINING                         
PERSON OBTAINING 
       DATE
    

CONSENT


 
CONSENT

(SIGNATURE)



(PRINT)

_______________________________________________________________________

Interpreter

By signing below you confirm that the study has been fully explained to the potential subject in a language they understand and have answered all their questions.

	_____________________________

INTERPRETER
(SIGNATURE)
	
	_____________________________
INTERPRETER
(PRINT)


	
	________
DATE


If an interpreter was used to explain this study to a potential subject, the interpreter must sign and date the line above.

_______________________________________________________________________

Consent from Impartial Witness

If this consent form is read to the subject because the subject is blind or illiterate, an impartial witness not affiliated with the research or study doctor must be present for the consenting process and sign the following statement.  The subject may place an X on the Participant Signature line above. 

I agree the information in this informed consent form was presented orally in my presence to the subject and the subject had the opportunity to ask any questions he/she had about the study.   I also agree that the subject freely gave their informed consent to participate in this trial. 

	_______________________________
IMPARTIAL WITNESS
(SIGNATURE)
	
	_____________________________
IMPARTIAL WITNESS
(PRINT)
	
	________
DATE


Version Date: 
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