IRB-HSR#:
Title:

Sponsor (If no sponsor, delete this line): 

Consent Addendum Information and Instructions
Template Version Date: 8-21-20
The consent addendum template should be used when a study is closed to enrollment as consent version dates no longer appear on IRB assurance/approval forms after a study is closed to enrollment. An addendum may also be used in certain rare circumstances where it is not logical to use a full consent. 
Instructions:  

· Use SIMPLE lay language throughout the addendum.  Language should be at an 8th grade (or lower) reading level.  If children are enrolling and assent is required, the language must be at an appropriate level based on the ages of the children enrolling.  For example, if 7 year olds are enrolling, the language must be at a level that a 7 year-old can understand.

· If you already have an addendum, and you are creating another one, give this addendum a unique title.  If all subjects have signed a previously approved addendum, indicate to the IRB pre-reviewer whether or not the previous addendum can be “deactivated.”   
· Add the IRB-HSR # and Title to the header, as well as a version date to the footer.  If you do not know how to update the header and footer, use your Help button or ask someone in your department for assistance.
· Instructions in the template are in italics.  Fill in the blanks, and insert information where requested.  Once the addendum is complete, there should be no blanks or words in italics remaining (except in the signature section).  

· If you are adding a new template section that was not in your original consent, use the Master Consent template and/or tables found under the “Modification Templates” tab in Protocol Builder.  

· With the exception of the signature lines, do not delete any sections or words in regular text unless instructed to do so by IRB-HSR office staff or the IRB-HSR committee.
· Delete signature lines that do not apply.  You may wish to use your currently approved consent to determine which signature lines are needed.
Scroll down to the next page for the beginning of this template. 

Delete this page of instructions once you have completed your addendum.
Participant’s Name _______________________________Medical Record # ________

Consent Addendum
This addendum to the consent form is to tell you about new information regarding the study in which you are/your child is participating.  All other sections of the original consent form still apply.  Please refer to it for any questions you might have. 

Insert description of the new information.  Use unique headers for each new topic being conveyed.
Please contact the researchers listed below to:

· Obtain more information about the study

· Ask a question about the study procedures or treatments

· Report an illness, injury, or other problem (you may also need to tell your regular doctors)

· Leave the study before it is finished

· Express a concern about the study

(Insert name, phone #, and address of PI) 

What if you have a concern about a study? 

You may also report a concern about a study or ask questions about your rights as a research subject by contacting the Institutional Review Board listed below.


University of Virginia Institutional Review Board for Health Sciences Research

PO Box 800483

Charlottesville, Virginia 22908

Telephone: 434-924-2620

When you call or write about a concern, please give as much information as you can. Include the name of the study leader, the IRB-HSR Number (at the top of this form), and details about the problem.  This will help officials look into your concern. When reporting a concern, you do not have to give your name.

Signatures


What does your signature mean?

Before you sign this form, please ask questions about any part of this addendum that is not clear to you.  Your signature below means that you have received this information and all your questions have been answered.  
You will receive a copy of this document after you have signed it.  

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 or full consent written in the language they can understand. 
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 addendum or have the addendum read to them, and have answered all their questions. 

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


I f no children are enrolling, or if verbal assent from the child was previously approved by the IRB, delete the section “Assent from Child” below:
Assent from Child

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

	__________________________
PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	

	To be completed for any child aged 7 to <18.


Person Obtaining Assent of the Child

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


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
	
	


	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, 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. 

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


_____________________________________________________________________________

Surrogate Consent  for Adult Participant

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:  Check one of the options below
_____Agent under an Advance Directive that authorizes participation in research 

_____Court-appointed Guardian

_____Spouse (unless divorce action has been filed)

_____Next of kin

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 IRB approved, fully translated consent form or 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


_______________________________________________________________________

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


_______________________________________________________________________

Consent of the Subject 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 IRB approved, fully translated consent form or the Short Form written in the language they can understand. 

_______________________________________________________________________

Person Obtaining Consent of the Subject to Continue to Be in the Study

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)

Signature of 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 identified individual(s) who has had the opportunity to ask any questions he/she had about the study.   I also agree that the identified individual(s) freely gave their informed consent to participate in this trial. 

Please indicate with check box the identified individual(s):

 Subject 

 Parent(s)/Guardian of the subject 

 Subject’s surrogate 

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


Interpreter

If the study is explained to a potential subject in a language other than English, the signature of the interpreter is required and signatures are required on separate forms depending on the language spoken by each individual.  See table below for additional information. 

	INDIVIDUAL
	SIGN

	Subject/Surrogate
	Translated Short Form  OR translated Full Consent

	Interpreter
	EITHER 

· Translated Short Form AND English Version of Full Consent 
· Translated Full Consent

	Person Obtaining Consent
	English Version of Full Consent

	Parent/Guardian
	Applicable form in language they understand (sign one of the following)

· English Version of Full Consent, 
· Translated Full Consent 
· Translated Short Form


The study was explained to the following individuals in a language other than English. 

Check all that apply.

 Subject 

 Parent(s)/Guardian of the subject 

 Adult subject’s surrogate 

Interpreter

By signing below you confirm that the study has been fully explained in a language the person understood and that all of their questions have been answered.

	____________________________

INTERPRETER
(SIGNATURE)
	
	_____________________________
INTERPRETER
(PRINT)


	
	________
DATE


If an interpreter was used via an outside phone service such as Cyracom, enter the interpreters ID# on the signature line above and document in the consenting process note that an outside interpreter via phone service was used to obtain consent/assent.
Version Date: 
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