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EVMS IRB #:  ______ - ______ - ______ - ___________


IRB APPROVAL DATE:  _______ / _______ / _______


EXPIRATION DATE:  _______ / _______ / _______


Identified Tissue/Specimen for Future Research Addendum Consent Form

Eastern Virginia Medical School (EVMS) Institutional Review Board
	Study Title:
	

	Investigators:
	

	Sponsor:
	

	Note to parents/guardians:
For participants less than 18 years old, all references to “you” in this consent form are referring to “your child” or a “minor for whom you are a legally appointed representative”.



Why Are You Being Asked to Take Part?

You are currently participating in the above named research study.  You are being asked to sign this addendum to the original informed consent.  The risks, benefits, confidentiality of your health information, and rights as a participant specified in the original informed consent will not change as a result of your contribution of [type of tissue or specimen]
 for future research.

We would like to keep some of [type of tissue or specimen] that is left over from [medical procedure or study] for future research.  

· Your [type of tissue or specimen] will be given a code number and all identifying information, including your name, will be kept private.  The research investigator(s) and other research staff will have access to the code that links the specimen to you.

· If you decide to allow your [type of tissue or specimen] to be kept for research, you can change your mind later.  Contact our office and let us know that you do not want your tissue to be used for research.  We will then have the researchers destroy any remaining samples.

· Your [type of tissue or specimen] will be used for research only.  It will not be sold.  The [type of tissue or specimen] will be kept until it is used up or destroyed.

· The results of any research done with your [type of tissue or specimen] will not be given to you or your doctor.  No information about the research will be put in your medical record.  Sometimes tissue is used for studying diseases that are passed on through families (genetic research).  Even if your tissue is used for this kind of research, the results will not be put in your medical record or be given to your doctor.

· You will not be charged for your sample to be used in a research study.

· You will [be paid ($ amount) or not be paid] for your sample to be used in a research study.

· Specimens will typically be used by EVMS researchers and their EVMS collaborators. Specimens may be provided to for-profit and not-for-profit entities outside EVMS; however, EVMS will only be paid reasonable costs associated with the collection and processing of specimens.
Making Your Choice:

Participation in research is VOLUNTARY.  You have the right to choose whether or not to allow your tissue to be used in a research study.  

· If you say “no”, it will not affect the medical care you receive.  

· If you say “no”, it [will/will not] affect your participation in the above listed research study.

If you choose to participate, please check the box of preference and sign below.

[The following options are required unless a sponsor specifies different/additional criteria.  If required, the sponsor’s criteria may be substituted.]

	Conditions on the Future Use

of Your Tissue:
	Is there a need to

re-contact you?
	Your Initials:

	 FORMCHECKBOX 

Your tissue may only be used for this research project.
	
	
	

	 FORMCHECKBOX 

Your tissue may be used for research to learn about, prevent, treat, or cure _____________, INCLUDING genetic research.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	 FORMCHECKBOX 

Your tissue may be used for research to learn about, prevent, treat, or cure _____________, EXCEPT FOR genetic research.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	 FORMCHECKBOX 

Contact you to obtain consent for your tissue to be used in a specific project.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	


If you have questions or comments regarding the collection of your tissue for research, you may contact ________________ in our office at ___________.  
All other information provided in the original consent that you previously signed applies to this addendum.


	Signature

	You will get a copy of this signed form.  You may also request information from the investigator.  By signing your name on the line below, you agree to take part in this study and accept the risks.  A child who is a ward of the state cannot be enrolled until the IRB has assigned an individual advocate, relative to this potential enrollment, to act on behalf of the child in addition to the guardian or in loco parentis.

	_____________________________

Signature of Participant/LAR
	______________________

Typed or Printed Name
	_____________________

Relationship to Subject
	___/___ /___

MM/ DD/ YY

	Optional (Delete this entire block if Sponsor/PI is not requesting; or, if not required by IRB)

_____________________________________________________

Signature of Witness

 FORMCHECKBOX 
 Witnessed Signature Only

 FORMCHECKBOX 
 Witnessed Consent Process
	_____________________

Typed or Printed Name
	___/___ /___

MM/ DD/ YY


	Witness (required for oral presentations)

	This signature must be present if the consent was presented orally to a subject in any manner.  The witness may not be an individual named as an investigator or a person authorized to negotiate informed consent.

	____________________________

Signature of Witness

 FORMCHECKBOX 
 Witnessed Consent Process
	___________________________________________

Typed or Printed Name
	___/___ /___

MM/ DD/ YY


	Statement of the Investigator or Approved Designee

	I certify that I have explained to the above individual the nature and purpose of the study, potential benefits, and possible risks associated with participation in this study.  I have answered any questions that have been raised and have witnessed the above signature.  I have explained the above to the volunteer on the date stated on this consent form.

	_________________________________________________________________

Signature of Investigator or IRB Approved Designee
	___/___ /___

MM/ DD/ YY


v1.0
For studies involving children, provide two lines for parents/guardians signatures.  If the risk to the child in the study is greater than minimal risk and provides no prospect of direct benefit to the child participant, it is expected that both custodial parents will sign the consent.  Otherwise in cases where either risk is minimal or the child benefits directly, one parent may authorize the child’s participation.  One parent’s signature is also acceptable in cases where one parent is deceased, unknown, incompetent, or not reasonably available; or, when only one parent has legal responsibility for the care and custody of the child.


A “LAR” is a Legally Authorized Representative.








� A separate form, “Assent of the Child”, must accompany this subject consent form is the minor is aged 8-17 and has not been emancipated by court order or by statute.


� This and other italics instructions should be deleted on the finished addendum.
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