Sample Consent INSERT for Specimen and Data Repositories
(Use this template to incorporate a specimen/data repository into the Main Consent Form)
Please note: Statements in brackets and underlined italics are instructions or examples and should not be included in the actual consent form. 
USE OF YOUR SPECIMENS AND INFORMATION FOR FUTURE RESEARCH

During the course of this research study, researchers will obtain {specify whether  blood, tissue, etc} specimens to do  the studies necessary to answer the research questions. Some amount of {blood, tissue, etc} will be left over that researchers would like to keep in storage.  These stored samples, and information about you, would be used to conduct new research studies. 

Many people agree to have their specimens stored (banked) for future research. The choice to donate left over specimens for this purpose is up to you. No matter what you decide, it will not affect your medical care. It also will not affect your taking part in the study described above in this form.

What Kind of Research Will Be Done With My Specimens and Health Information?

Many different kinds of research could use left over samples. 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. At this time it is impossible to name all of the kinds of studies that researchers may want to use your left over samples and information for. 
Any future research done on your stored specimens or health information where it is possible to identify you must be 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.  The IRB also will determine if we need to contact you and ask your consent for specific future research studies using your stored specimens and information. If future research is done that will not involve identifying information about you, a process will be in place to make sure the proposed research is scientifically appropriate and that steps have been taken to protect your privacy and confidentiality.
{If it is known that future research will include genetic testing, include any of the paragraphs below as appropriate.}
{For Genetic Testing}
The purpose of a genetic test is to identify the genetic factors that help bring about or lead to a certain disease. Genetic testing is a study of DNA, which contains a person’s genetic code, or chromosomes which are clusters of genes. The testing is used to find out whether there is a change in the DNA.  Changes may mean there is a risk for an inherited disease in a person. 

{For Gene Mapping}
The purpose of this testing is to map a gene to find its exact location, or to find a marker close by in your genetic code.  Once a gene has been mapped, it is much easier to study the genetic basis of a condition.  Scientists first have to find out what the gene does.  Then they can begin to make tests for the gene and try to find treatments and cures.

{For Pedigree Studies }
The purpose of this testing is to see how {describe gene/disease to be studied} is distributed in families. To do this type of testing, investigators identify individual members of families with the disease, condition, or characteristic and gather information about them and the other members of their family.  The study team will ask you to approach other members of your family and ask them if they would like to take part in this study also.  In order to protect your confidentiality, investigators will obtain consent before revealing medical or personal information about individuals to other family members. 

This research will produce the following information about your genes. {Describe here. Research subjects  should be informed of what information may reasonably be expected to result from the genetic study, including whether the research results will be related to their clinical care. When applicable, discuss the need for genetic or psychological counseling before or after the study.}
Where Will My Specimens and Health Information Be Stored?

{For tissue testing and/or storage use language similar to this:}  The specimens will be tested/stored at {location}.  All identifying information including your name and medical record number will be removed from the specimens, and replaced with a unique code.  Only {Principal Investigator} and his/her associates will have access to the code that links the specimens to you.  Your study code will also be linked to the results of the lab tests that are obtained during the course of this research project.   {Explain how the code and identifying information will be protected to maintain confidentiality. Identifying information should not remain with specimens if at all possible.} Your specimens will be used only for research.  They will not be sold. {If an honest broker system will be used – where the link to identifying information is controlled by a disinterested third party, explain that here.}
{For storage of specimens and data add this language if appropriate:} Researchers from universities, hospitals, and other health organizations conduct research using specimens and information about the specimens.  They contact {specimen-data  repository} and request samples for their studies.  The {specimen-data repository} reviews the way that these studies will be done, and decides if any of the samples can be used.  The {specimen repository} gets the specimens and information about you, and sends the samples and some information about you to the researcher.  The {specimen repository} will not send your name, address, phone number, social security number, or any other identifying information to the researcher.
What Are The Risks of Providing Specimens for Future Research?

Donating your blood or specimens for future research may have little risk. {If there are risks from extra blood draws, biopsies or other procedures for research only, explain them here.} A major risk to you would be the improper release or misuse of your information and specimens. Researchers believe the chance of this happening is very small and protections are in place to lessen this risk. All reasonable efforts will be made to protect the confidentiality of information that can in any way be connected to you.  

{If research on respository specimens will include research on inherited genetic traits, then include the following language:}
Researchers may use your specimens to learn why some diseases are inherited in families or why a treatment causes side effects in some people but not others. This type of research may find medical conditions that affect you and your blood relatives since it looks at inherited traits. While your genes are unique to you, you share some of the with your blood relatives. It is possible that genetic research may find potential health concerns for you or your family. While this situation is rare, information could be misused by employers, insurance companies, and others.

Researchers believe the risks to you and your family from research on inherited traits are very low. Some states have laws that help to protect against genetic discrimination. A federal law known as the Genetic Information Non-Discrimination Act (GINA) will help reduce the risk from health insurance or employment discrimination. If you want to learn more about the GINA law, you can find information about it on the internet or ask the research staff.

Are There Benefits From Providing Specimens for Future Research?

There will be no direct benefit to you because your specimens may not be used for some time after you donate them and because research can take a long time.  However, it is hoped that the results of research on your specimens and specimens from other patients will provide information that will help other patients in the future. 

The results from tests that are done on the specimens that you donate for future research will not be given to you or your doctor. The results of tests that are done on the specimens 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 this is not the case, then explain the conditions under which subjects of their physicians will have access to these results. It may be appropriate in some cases to share information.  If the subject or his or her physician will have access to the test results, you must explain the potential risks and implications of this disclosure. When applicable, discuss the need for genetic or psychological counseling before or after the study.}
Will Researchers Need Information From My Health Care Records?

Yes, in order to do research with your specimens, researchers may need to know some things about you by collecting and saving information from your medical records.  (For example: Are you male or female?  What is your race or ethnic group?  How old are you?  Have you ever smoked?  What is your past medical history and your current diagnoses?  What prescription and over the counter medications do you take?)  This helps researchers link their research results and their meaning to different aspects of human disease and the effects of treatment.  When researchers get specimens, they may also get this health information about you if you agree to take part in the tissue bank. {If it is possible that patient health information will be collected and updated on an ongoing basis, please state that here.}
How Will Information Related to Me Be Protected?

{Use the following information as it applies to your respository operations.}

Researchers will use many ways to protect the information related to your specimens:

1.  Your specimens and information receive a unique code. Only approved personnel {please specify}  can match you to the code on your specimens and related information. All others only receive coded specimens and information, and will not be able to see the key that links the code to you.
2. Strict security safeguards are in place to reduce the chance of misuse or unplanned release of information. Steps we take include {describe safeguards here, including firewalls, password protected access to databases and password protected access to freezers that contain the specimens.}
3. Research studies are reviewed for the quality of the science and for patient protection before specimens are given to researchers.  To make sure the research follows state or federal laws, records from research studies can be reviewed by the sponsor, by the IRB and by government agencies.
4.  Rules for publications: If research results are published, you will not be identified by             name or any other personally identifiable information.
How Long Will My Specimens and Data Be Stored?

Your specimens and information will be kept for {state how long specimens will remain in the respository. If the will become part of a permanent collection, state that they will be kept indefinitely.} If you decide later that you do not want your specimens and information to be used for future research, you can inform the principal investigator and the research team will destroy any remaining identifiable specimens and information if they are no longer needed for your care. However, if any research has already been done using portions of your specimens, the data will be kept and analyzed as part of those research studies.

Will I be paid or charged for my Specimens?

You will not be paid for donating your specimens. You will not be charged for donating your specimens. If any new products, tests or discoveries that result from this research have potential commercial value, you will not share in any financial benefits. {If specimens/data will be shared with researchers not associated with this repository, add the following language.}  Carilion Clinic may receive payment from researchers requests specimens in order to cover the costs of collecting and storing specimens.

What Alternatives Do I Have?

If you choose not to donate your specimens and information, any left over {specify blood, tissue, specimens, etc.}  that is not needed for diagnosis will the thrown away {add if appropriate: and no additional normal tissue or blood will be removed for research purposes.}  Taking part in the storage of your specimens and information is your choice and completely voluntary. No matter what decision you make, it will not affect your ability to get medical care from Carilion Clinic.

{Include the following section only if extra blood or other tissue will be removed or there are other biomedical procedures performed on the subjects for research purposes.}
What Happens If I Am Injured Because I Donated My Specimens?

Tell your study doctor if you feel you have been injured because of donating your specimens. If you are injured in some way as a result of your participation in this study, you will receive treatment although no funds have been set aside to compensate you.  However, you do not give up any legal rights to seek to obtain compensation for injury by signing this consent form.

Making Your Choice

If you decide now that your specimens can be kept for research, you may change your mind at any time. Just contact the research staff and let them know that you do not want your specimens and related information used for research at 540-224-1008. Then, any specimens and information that remain in the bank will no longer be used for research.  Please be aware, however, that specimens or information that have already been given to or used by researchers cannot be returned or destroyed.
I agree to have {specify samples} stored for future research _______  (initials)

I do NOT agree to have {specifiy samples} stored for future research ________(initials)
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