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Consent Template for Storing Specimens WITH Identifiers
Note: This is NOT a stand alone template but needs to be added within the body of an informed consent.  
We are asking you to donate your blood or tissue for future research.

We are requesting your permission to donate some of your blood or tissue for future research.  The blood or tissue samples that will be stored are left over from specimens that were taken, or will be taken, as part of your routine medical care [or as part of this study (if the tissue banking request is an add-on study within a primary study)].  [If additional procedures, such as blood draws or biopsies will be done to procure the specimens that will be stored, this must be explained along with any associated risks.]

How will my privacy be protected?
Indicate how privacy and confidentiality will be protected,

· Include protection of identifiable data

· Describe methods to be used: coding etc.

· Describe how the records will be secured.

· Include who may have access to the records, if names will be used, or if there will be ID numbers only, and linkage file.

Will the blood or tissue that you donate be tested for diseases?

Some people may be worried about their blood or tissue being tested for things that indicate they have a particular disease or medical condition such as AIDS.  Others may have concerns about genetic testing for a disease or condition in the genes of their family such as breast cancer or the gene for a disease called Huntington’s chorea.  At this time there is no plan to test your blood or tissue for things that indicate that you or your biological relatives have a disease or medical condition.  [If this is not the case, then describe the relevant tests and the potential implications, benefits, and risks.  When applicable, discuss the need for genetic or psychological counseling before or after the study.]

Will you or your doctor be given research results?

It is very important that you understand that the results from tests that are done on the blood or tissues that you donate for future research will not be given to you or your doctor, even if you ask that this be done.  The results of tests that are done on the blood or tissue that you donate for future research will not be sent to your hospital medical record.  These tests will be done only for research purposes.  [If the subject or his or her physician will have access to research results, then describe the circumstances of this access and the potential implications, benefits, and risks.  When applicable, discuss the need for genetic or psychological counseling before or after the study.]

What will happen to the specimen?

Address specifically how the sample will be used and stored:


Provide a clear description of the operation of the specimen repository

· Where will the specimen be stored?

· Who will have access to the link

· When will the specimen be destroyed

Inform subjects of conditions under which the specimens will be released to other investigators.
What research studies will be done on the blood or tissue that you donate?

At this time it is impossible to name all of the kinds of studies that researchers may want to use your blood or tissue for.     Or…..

Your blood or tissue may be used by researchers conducting research on {heart disorders, fetal alcohol syndrome---use general terms}

Any future research done on your stored blood or tissue must approved by a committee called an Institutional Review Board (IRB).  The IRB is a group of people who review research studies in order to protect the rights and welfare of research subjects like you.  The IRB will determine that the research is done according to accepted standards.  They will also determine if we need to contact you and ask your consent for specific future research studies using your stored specimens.

Will the blood or tissue that you donate be sold in the future?

Your blood or tissue will be (used only for research or/ and will not be sold.)
Will you be paid for donating blood or tissue for future research?

No.  You will not be paid for the blood or tissue that you are now being asked to donate for future research.  In the future it is possible that the research that is done on your blood or tissue may help develop something that is commercially valuable – meaning something that makes a lot of money for somebody.  You will not receive payment for commercial activity that results from research with your blood or tissues.

Will you be penalized if you decide not to donate blood or tissue for research?

No.  You will not be penalized in any way for not donating blood or tissue for future research.  If you decide not to donate blood or tissue for future research it will not affect your medical care [or your ability to participate in the treatment part of this study (if tissue storage is being requested as an add-on study within a primary study)].
You may still participate in the research study if you decide not to donate your blood or tissue for future use.
Why would you donate your blood or tissue for future research?

Research with your blood or tissue may lead to discoveries that will help people in the future.

Are there risks to donating your blood or tissue for future research?

Donating your blood or tissue for future research may have no risk.  However, a serious risk that should be considered is the possibility that someone will learn things about you that you don’t want them to know.  It is difficult to estimate if this is a possibility in your case because we don’t know exactly what studies may be done on your blood or tissue in the future.  However, all reasonable efforts will be made to protect the confidentiality of information that can in any way be connected to you.  As in many other kinds of research, certain authorities do have the right to review your research file.  In addition to research directors, the people that may have access to your research information are representatives from the U. S. Food and Drug Administration and the Institutional Review Board.  The Institutional Review Board is a committee that is set up to determine that research is done according to accepted standards as well as federal and state law.
There may be unforeseeable risks associated with donating your blood or tissue for future research.

Making your choice


Please put an X in the boxes below that indicate if you want to donate your blood or tissue for future research.





Yes, I will donate my blood or tissue for future research.  Please also check one of these boxes:





There are no restrictions on the kind of research that may be done with my blood or tissue.





OR





You may use my blood or tissue for future research as long as the only kind of research that is done is research to improve the understanding or treatment of [name specific diseases or conditions]





 No, I do not want to donate my blood or tissue for future research.








Please print and sign your name here:





Your name: ______________________________________________________





Your signature: ________________________________ Date: _______________









