IRB-HSR #____________: Title:

Consent Addendum 

PRISONER-SUBJECTS POPULATION

This form is to provide you with more information so that you can decide if you want to insert the applicable option:  enroll in a research study/continue in the research study in which you are enrolled.   This information is in addition to the information provided to you in your signed informed consent document.  Some information may change because you are  in involuntarily detention, confinement or incarceration (in a jail, prison, or alternative facility).
How will your personal information be shared?

Your personal information about being in this study will also be shared with _____________________________ [insert name of facility where subject is involuntarily detained or name of correctional system in the case of involuntary detainment as an alternative to a prison setting].

In addition, you should be aware that confidentiality regarding your status as a prisoner cannot be guaranteed.

How will being in this study affect your life while in jail/prison? 

State that the participant will not be presented with possible advantages to participation that would be greater in magnitude than the normal limited-choice environment of the prison. 

For example:

Being  in this research project will have no effect on your sentence, the length of sentence, or parole.
You will not receive better living conditions, medical care, and quality of food, amenities, or opportunities for earnings than what is normally provided in the prison environment. 
How will the study change because you are in jail/prison? 

Outline any applicable changes to study visits such as changes in location, arrangements for transportation, or changes to the visit schedule.

Include the provisions for follow up examination of care following participation in the study that may be different if the subject is a prisoner.

If participation in the study requires the participants to travel to a clinic, lab, or other study site outside of the jail/prison, the consent addendum should state how transfer and transportation arrangements will be handled.
The researcher must consult with the correctional facility prior to drafting this language to ensure the facility can/will accommodate prisoner transport for the study. 
You may use the template below or something similar if the study visits will occur in a different location. 
In your original consent form we described all study visits occurring at ______________. 
If applicable: Because you are a prisoner, study visits will now be conducted at __________________.
Will being in the study cost you more because you are in jail/prison? 

If applicable, address the issues of prisoners being financially responsible for costs associated with transportation expenses.
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.

What does your signature mean?
Before you sign this  form, please ask questions about any part of this study that is not clear to you.  Your signature below means that you have received this information and all your questions have been answered.  If you sign the form it means that you agree to join/remain in the study.  You will receive a copy of this document after you have signed it.  

Consent From Adult Prisoner
	______________________

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. 

Person Obtaining Consent

By signing below you confirm that you have fully explained this study to the prisoner 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


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. 
Assent from Child (To be completed for any child aged 15 to <18)
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

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


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. 
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 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 (Giving Approval for Someone Else to be in the Study)

If Surrogate Consent is approved by the IRB-HSR add the following section:

Surrogate Consent 

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

__________________/_________________________

_______________

PERSON GIVING CONSENT FOR PARTICIPANT


DATE

(Signature/ Printed)

RELATIONSHIP TO PARTICIPANT: _________________________________________
If the study is approved as expedited delete the following Attending Physician Approval signature section: 

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





DATE

(Signature/Printed)

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

Delete the section below 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) .  If the subject is unable to give assent, document the reason below.  

Person Obtaining Assent of the Adult Prisoner
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 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)

________________________
__________________________  __________  

PERSON OBTAINING                   
 PERSON OBTAINING   DATE
    

CONSENT


    
CONSENT (PRINT)

(SIGNATURE)



Version Date: 

