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Interagency Registry of Mechanically Assisted Circulatory Support 

Patient Consent Form for Participation 

in Blood and Tissue Repository

(OPTIONAL)

Sponsor:  


The National Heart, Lung, and Blood Institute (NHLBI)  

Contract #HHSN268200548198C

Principal Investigator: 
James K. Kirklin, M.D. 


Phone number:  

205-934-4202
When you join the registry, you will be asked to consent to having blood and heart tissue (remnant surgical material) that the doctor or nurse will take from your body during surgery saved in a repository.  (A repository is a special laboratory with freezers where specimens like blood or tissue cells and body fluids that are taken from you during the surgery are kept.  Your name will not be on these specimens, only a special study number.  Your name will not be known to the people who run the repository laboratory.)  The tissue that will be saved would normally be taken out during the surgery, even if you were not participating in the Registry.
Why have a repository?

Researchers can learn a lot from a registry, but as time goes by, the tests that they used get better or new tests appear, and there is a need to learn more.  When study volunteers consent to put specimens in the repository and consent to the researchers doing new tests on the specimens later after their time in the study is ended, these questions can be answered and more can be learned.  
The repository for this study is SeraCare Bio Services, 217 Perry Parkway, Gaithersburg, Maryland 20877.  None of these future studies would happen unless the Institutional Review Board overseeing the registry examines the study and makes sure that your rights are being protected.
When will the specimens be collected?

The specimens will be collected at the time the MCSD is implanted and explanted or at the time of device exchange.

How will my privacy be protected?

Your specimens in the repository will not have your name on them, only a special study code. 

The only people who will know whether you contributed blood and tissue to the repository are the study staff at your hospital and the employees at UNOS who maintain the confidential database.  Your identity as a specimen donor will not be available to anyone outside of UNOS, and only UNOS employees that work directly with the registry will be exposed.  UNOS complies with all national patient privacy regulations. All of their data systems feature multiple levels of security, which protect patient data by the most stringent requirements. They are fully compliant with the Health Insurance Portability and Accountability Act (HIPPA) and are certified by the Health Resources and Services Administration (HRSA). In addition, all UNOS employees have passed federal HHS background checks for government clearance.  They are audited annually by HRSA for compliance.  Monitors and print outs are in areas that are badge access only.  Access to the production databases are on a need-to-know access only.  

To help us protect your privacy, INTERMACS has obtained a Certificate of Confidentiality from the National Institutes of Health.  With this Certificate, the researchers cannot be forced to disclose information that may identify you, even by a court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings.  The researchers will use the Certificate to resist any demands for information that would identify you, except as explained below.  

The Certificate cannot be used to resist a demand for information from personnel of the United States Government that is used for auditing or evaluation of Federally funded projects or for information that must be disclosed in order to meet the requirements of the federal Food and Drug Administration (FDA). 

You should understand that this does not prevent you or a member of your family from releasing information about yourself or your contribution to the repository if you want to.  This means that you and your family must also actively protect your own privacy.  You have to be careful about who you permit to look at your research information and who you tell about your participation. 

HOW WOULD A RESEARCHER GET TO USE THE SPECIMENS IN THE REPOSITORY?

If a researcher wants to do a test on specimens from the INTERMACS repository in the future, he or she will write up the research idea, and it will have to be approved by a committee to make sure the research is worthwhile.  If the idea passes, then coded specimens and coded information will be given to the researcher.  The researcher will not know the names of the people who gave the specimens to the repository.

WHY WOULDN’T I FIND OUT THE RESULTS OF THE RESEARCH USING MY SPECIMENS?
You will not receive the results of research done with your specimens.  This is because research can take a long time and must use specimens from many people before results are known.  Results from research using your specimens may not be ready for many years.  Often when studies are first done, it is not always clear how to use the information from the study to change the health care that people receive.  So none of these study results is likely to affect your care right now, but they may be helpful to people like you in the future.  Your specimens can last in the freezer for many years and there is no time limit to when studies could be done in the future.
WOULD I EVER BE CONTACTED IN THE FUTURE ABOUT RESEARCH USING MY SPECIMENS?
No.  All of the studies to be done in the future on your specimens in the repository will be for the advancement of heart failure treatment.  If you give consent, there is no reason to contact you again.

I GAVE MY CONSENT TO TESTING MY SPECIMENS IN THE REPOSITORY, BUT WHAT IF I CHANGE MY MIND?

People always have a right to stop participating in research.  So if you decide that you do not want researchers to be able to use the specimens from you in the repository, you can contact the research staff.  They will tell the repository that the specimens with the study code number linked to your name should not be studied.  These specimens can be removed and destroyed if you tell us to do that.

WHAT TYPE OF RESEARCH WILL BE DONE WITH MY SPECIMENS?
Many different kinds of studies use specimens.  Some researchers may develop new tests to find diseases.  Others may develop new ways to treat or even cure diseases.  In the future, some of the research may help to develop new products, such as tests and drugs.  If this would happen and these tests or drugs make money, there are no plans to share that money with the people who gave the specimens.

As part of this registry, you are being asked to have remnant surgical material (heart tissue and blood) processed, frozen, and sent to the registry repository to be studied in the future so that more information can be obtained.  

You do not have to agree to store your specimens for future tests to take part in this registry.  You will not lose any benefits to which you are entitled if you decide against storing your specimens.

GENERAL HEART FAILURE STUDIES THAT CAN BE DONE WITH THE REPOSITORY SPECIMENS:
Researchers would like to store your specimens to understand heart failure and how best to treat and prevent heart failure and its complications.  Sometimes, too, the specimens can be used to learn something about new problems that people with heart failure have like liver disease or diabetes.  These general studies would not include any genetic testing (looking at your DNA). 
Benefits:  There are no direct benefits to you.  You will be helping researchers learn more about how to help people with heart failure. 

Risks:  The specimens would be collected as part of your MCSD implantation surgery.  
The blood sample is approximately 2 teaspoons and will be drawn through a line already in place.  There will not be a second blood stick required.  The tissue that will be recovered is the piece of heart muscle that is taken out in order to place the MCSD.  It is usually put in the trash.  We will plan to freeze this piece instead of discarding it, in order to do future studies to understand how the heart acts when it is sick.

Once in the repository, there are few risks.  Your name will not be available to the repository or to the scientists who may be doing any future tests.

WHAT ABOUT DNA TESTING?

DNA STUDIES THAT CAN BE DONE WITH THE REPOSITORY SPECIMENS:
Researchers in this registry would also like to store your specimens to understand heart failure complications and how best to treat or prevent heart failure and its complications through looking at how each person’s genetic makeup (your DNA) either protects them or puts them at greater risk.  It may be that researchers use some of your blood to make a “cell line”.  That means the blood cells can keep dividing and give an endless supply of your DNA for tests to be done in the future.  

Benefits:  There are no direct benefits to you.  You will be helping researchers learn more about how to help people with heart failure. 

Risks:  The specimens would be collected as part of your MCSD implantation surgery.  

The blood sample is approximately 2 teaspoons and will be drawn through a line already in place.  There will not be a second blood stick required.  The tissue that will be recovered is the piece of heart muscle that is taken out in order to place the MCSD.  It is usually put in the trash.  We will plan to freeze this piece instead of discarding it, in order to do future studies to understand how the heart acts when it is sick.


WHAT IF I HAVE MORE QUESTIONS?
If you have any questions about the repository, about storage, or the use of your specimens, contact (Study personnel) at (phone).  If you have questions about giving consent or your rights as a research volunteer, contact the (Name of the institution) Institutional Review Board at (phone).


I consent to the use of my stored specimens for DNA testing.











_________________________________   _____________________________  __________________


Participant Signature			Witness Signature		Date





I consent to the use of my stored specimens for general heart failure tests.











_________________________________   _____________________________  __________________


Participant Signature			Witness Signature		Date





I refuse to have any specimen collected for storage in a repository.











_________________________________   _____________________________  __________________


Participant Signature			Witness Signature		Date
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