STUDY TEAM TO PLACE ON DEPARTMENT

                          LETTER HEAD

SUBJECT NAME: _____________________________




RE: STUDY TITLE

SUBJECT’S STUDY ID# [if applicable]
Enclosed is a consent addendum for you to choose whether or not you wish to continue participating in a clinical trial for which you were enrolled as a minor.  
As the form indicates, your parent(s)/guardian(s) provided consent for you to participate.  Now that you have turned 18, we would like to obtain your consent for continued participation in this study. 

[If study currently in follow up…].At this point in time, the study treatment portion has ended and we are collecting information on how you are currently doing.  
[If applicable….]The purpose of this information is to learn how well the study treatment has worked and if there are any long term side effects from the treatment or your disease.

Please review the consent form signed by your parent(s)/guardian(s) when you were originally enrolled on the study to see what information and/or samples were collected and may continue to be used if you continue participation in the study.  A copy if enclosed. 
Whether or not you continue to be in this study is completely up to you.  If you do not wish to continue participating, please write that information on the enclosed form.  If you do wish to continue participating, please sign the form on the appropriate signature line.  Regardless of your decision, we would appreciate you returning the completed consent addendum to us for our records.  A signed copy of the form will be sent to you for your records.

We thank you for your past participation.  

Sincerely,

PI Name

Principal Investigator

CONSENT FOR CONTINUED PARTICIPATION IN A RESEARCH STUDY
BY A PARTICIPANT WHO HAS REACHED AGE 18

INSTRUCTIONS: Delete all instructions from the assent template when finished. Make sure that formatting is correct and used a size 12 font or larger.
In this form, "you" means a person 18 years of age or older who is being asked to volunteer
Participant Name _____________________________________
MRN #: _________________________   

	Insert name, address, and phone # of PI to the right of “Principal Investigator” 

	Principal Investigator:
	

	Insert name of sponsor to the right of “Sponsor”.  If no sponsor- delete this line.

	Sponsor:
	


What is the purpose of this consent form? 

You are currently taking part in a research study. Permission for you to take part in this research study was given by your parents/guardian. Now that you have reached the age of 18, we are asking for your consent for continued participation in this research study. This form will serve as the consent form for your continued participation in the study as an adult.  A copy of the consent form most recently signed by your parent/guardian is enclosed for your reference.  You will also receive a copy of this signed and dated consent form. 
What you should know about participation in this research study?

If you decide to continue as a participant in this research, you will participate in all parts of the study, as well as any follow-up procedures that are part of the study. 
If you decide to stop taking part in the research, you can choose to allow us to continue to collect information about your current and future health or you can choose to have no further information collected by us.

The study team may use or share your health information that has already been collected if the information is needed for this study or any follow –up activities. 

INSTRUCTIONS:  Include this paragraph if subjects are in follow up

You are currently in the follow-up phase of this study.  Follow-up means that you have already completed the initial portion of the study (treatment in studies which have a treatment component, or sample submission from diagnosis/treatment for studies which classify and/or bank tissue specimens).  Follow-up means we still collect medical information about you to follow the long term course of your disease and treatment.  
Medical Information (study data) about you is being sent to the [insert sponsors name], the sponsor of this study.  Information about your current health will continue to be sent unless you notify [insert Investigator’s name and contact information] that it should stop.

At any time, you may ask for a summary of the study results. However, it may be several years after you take part in this study before the study is completed and the results are available.
Consent or withdrawal of consent to continue in the research study:

Please check one of the boxes below.
To continue in the research study:

 FORMCHECKBOX 
 I have been given a copy of the original research consent signed by one or both of my parents or my legally authorized representative.

I agree to remain in this study, and to have my personal health information collected for research purposes, and to allow information on my health to be submitted to any sponsor of this study. I understand that I can change my mind about taking part at any time.

Consent from Adult

	______________________

PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	


To stop further research procedures but allow UVA researchers to share data about your current and future health:

  FORMCHECKBOX 
 I have been given a copy of the original research consent signed by one or both of my parents or my legally authorized representative. I am withdrawing my consent to continue in this research study. I understand that no further personal health information will be collected for research purposes; however, information that is collected for regular clinical care about my current and future health can still be reviewed and recorded by the research team and given to the sponsor of this study (if applicable).
Consent from Adult

	______________________

PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	


To stop taking part in the research study:

 FORMCHECKBOX 
 I have been given a copy of the original research consent signed by one or both of my parents or my legally authorized representative. I am withdrawing my consent to continue in this research study. I understand that no further personal health information will be collected for research purposes, and that no more information on my health will be submitted to the sponsor of this study (if applicable).

Consent from Adult

	______________________

PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT

	
	_______

DATE
	
	


Future use of Biospecimens collected for this study:

During the time you have been in this study, some biospecimens (such as blood or tissue) may have been collected to be used in future research. Some of these samples may have been saved or sent to other researchers for research testing as part of future studies.

 FORMCHECKBOX 
 Not applicable; there were no biospecimens collected for this study.
 FORMCHECKBOX 
 Biospecimens were collected for this study but direct identifiers are now removed.

If your biospecimens were collected and the direct identifiers were removed, your study doctors have no way of determining which stored sample is yours. You will not be able to withdraw them from being used for future research.

 FORMCHECKBOX 
Biospecimens were collected for this study and can still be identified as belonging to you.

If your samples can be identified as belonging to you (identifiable), you can decide whether you will allow the study doctors to continue to save or use your biospecimens for future research.

To allow continued use of your biospecimens:
 FORMCHECKBOX 
I agree to continue to allow researchers to use my identifiable biospecimens for future research purposes. I understand that I can change my mind about this at any time.

Consent from Adult

	______________________

PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	


To not allow continued use of your biospecimens:
 FORMCHECKBOX 
I request that my identifiable biospecimens be destroyed. I do understand that biospecimens that have already been used cannot be destroyed.

Consent from Adult

	______________________

PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	


Whom do I call if I have questions or problems? 

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 this study? 

You may also report a concern about this 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: 434-924-9634

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.
What does your signature on this consent form mean?

Your signature on this form means that:

· you understand the information given to you in this form

· you have made your choices about continuing in the study and about the use of your biospecimens

You will not give up any legal rights by signing this consent form.
Consent from Adult

	______________________

PARTICIPANT
(SIGNATURE)
	
	________________________

PARTICIPANT
(PRINT)
	
	_______

DATE
	
	


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 consent or have the consent read to them, and have answered all their questions. 

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


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


Separate cover letter from Consent addendum and insert page numbers and version dates in the footer of the Consent Addendum  


