Instructions:

(  This consent form is a model text.  Model text should be modified to meet specific needs of a particular study; however, it is recommended to use the model text whenever applicable.  

(  “____________” indicates that the investigator should fill in the appropriate information.

(  Instructions, which are in italics, including these instructions, any unwanted text, underlines, and “_______” must be deleted from the final version of the consent form.
Tissue Banking Consent Form 

Investigator’s Name:




Project #  

Study Title: 









Introduction

The    investigator/ Tissue Bank/ etc.    would like to    draw some blood/ keep some of the tissue that is left over from your surgery/ etc.   for future research.  If you agree, this   blood/tissue   will be kept and may be used in research to learn more about other diseases.  

Reports about research done with your   blood/tissue   will not be given to you or your doctor.  These reports will not be put in your health record.  The research will not have an effect on your care.  

Things To Think About

The choice to let us    use/ keep the left over       blood/tissue from your surgery for future research is up to you.  No matter what you decide to do, it will not affect your care.

If you decide now that your   blood/tissue   can be    used/kept    for research, you can change your mind at any time.  Contact the    investigator/ Tissue Bank/ etc.    and let them know that you do not want us to use your   blood/tissue  .  Then any   blood/tissue   that remains will no longer be used for research.  

[If applicable:]

In the future, other researchers may need to know more about your health.  The institution where you are treated may give them reports about your health, but it will not give them your name, address, phone number, or any other information that will let the researchers know who you are.

Your   blood/tissue   will be used only for research and will not be sold.  The research done with your   blood/tissue   may help to develop new products in the future.  You will not receive any money if this occurs.

Where does tissue come from?

[Tailor this section to be applicable:]

Whenever a biopsy (or surgery) is performed, the tissue that is removed is examined under the microscope by a trained doctor to determine the nature of the disease and assist with the diagnosis.  Your tissue will always be used first to help make decisions about your care.  After all tests have been done, there is usually some left over tissue.  Sometimes, this tissue is not kept because it is not needed for the patient’s care.  Instead, a patient can choose to have the tissue kept for future research.  People who are trained to handle tissue and protect the donor’s rights make sure that the highest standards are followed.  Your doctor has agreed to help collect tissue from many patients.  Many doctors across the country are helping in the same way.  If you agree, only left over tissue will be saved for research.  Your doctor will first use whatever tissue is needed for your care.

Why do people do research with tissue?

Research with   blood/tissue   can help to find out more about what causes certain diseases, how to prevent them, and how to treat them.  Research using tissue can also answer other health questions.  

How do researchers get the tissue?

[Tailor this section to be applicable:]

Researchers from universities, hospitals, and other health organizations conduct research using tissue.  They contact the  Tissue Bank  and request samples for their studies.  The  Tissue Bank   reviews the way that these studies will be done, and decides if any of the samples can be used.  The  Tissue Bank   gets the tissue and health information about you from your hospital, and sends the tissue samples and some information about you to the researcher.  The    Tissue Bank   will not send your name, address, phone number, social security number, or any other identifying information to the researcher.

What type of research will be done with my tissue?

Many different kinds of studies use   blood/tissue  .  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.

Some research looks at diseases that are passed on in families (called genetic research).  Research done with your   blood/tissue   may look for genetic causes and signs of disease.  Even if your   blood/tissue   is used for this kind of research, the results will not be put in your health records.

Will I benefit from the research using my tissue?

It is hoped that the results of research on your   blood/tissue   and   blood/tissues   from other patients will provide information that will help other patients in the future.  However, there will be no direct benefit to you because your   blood/tissue   may not be used for some time after you donate it and because research can take a long time.  The research that may be done with your   blood/tissue   is not designed specifically to help you.  The benefits of research using   blood/tissue   include learning more about what causes diseases, how to prevent them, and how to treat them.      

Will I find out the results of the research using my tissue?

[If applicable:] Your doctor will give you the results of your biopsy when results are known.  These test results are ready in a short time and will be used to make decisions about your care.  Though research involves the test results of many different people, your biopsy result involves only you.  

You will not receive the results of research done with your   blood/tissue  .  This is because research can take a long time and must use   blood/tissue   samples from many people before results are known.  Results from research using your   blood/tissue   may not be ready for many years and will not affect your care right now, but it may be helpful to people like you in the future.

Why do you need information from my health records?

[Tailor this section to be applicable:]

In order to do research with your   blood/tissue  , researchers may need to know some things about you.  (For example:  What is your race or ethnic group?  How old are you?  Have you ever smoked?)  This helps researchers answer questions about diseases.  The information that will be given to the researcher includes your age, sex, race, diagnosis, treatments, and possibly some family history.  This information is collected by your hospital from your health record and sent to the  Tissue Bank   but without your name or other identifying information.

How could the records be used in ways that might be harmful to me?

The greatest risk to you is the release of information from your health records.  Sometimes health records have been used against patients and families.  For example insurance companies may deny a patient insurance or employers may not hire someone with a certain illness (such as AIDS or cancer).  The results of genetic research may not apply only to you, but to your family members.  For diseases caused by gene changes, the information in one person’s health record could be used against family members.

How am I protected?

The institution you    receive your treatment from/ have blood drawn from/ etc.    will protect your records so that your name, address, and phone number will be kept private, unless otherwise required by law.  All information and samples obtained for this study will be assigned a code.  No names will be used or other identifiers on samples to link information to a specific person.  A key to the code will be kept in a separate locked file in the investigator's office.  The chance that this information will be given to someone else is very small.

The  institution/ University of Missouri/ Tissue Bank    is in charge of making sure that information about you is kept private.  The  institution/ University of Missouri/ Tissue Bank   will take careful steps to prevent misuse of records.  Your name, address, phone number and other identifying information will not be associated with your     blood/ tissue   when it is given to the researcher.  This would make it very difficult for any research results to be linked to you or your family.  Also, people outside the research process will not have access to results about any one person which will help to protect your privacy.

Whom Do I Call if I Have Questions or Problems?

If you have any questions regarding your rights as a participant in this research and/or concerns about the study, or if you feel under any pressure to enroll or to continue to participate in this study, you may contact the University of Missouri Health Sciences Institutional Review Board (which is a group of people who review the research studies to protect participants’ rights) at (573) 882-3181.  [And, if available, you may also list patient representative (or other individual who is not on the research team or IRB) and his/her contact telephone number.]
You may ask more questions about the study at any time.  For questions about the study, contact name(s) of investigators and study staff     at     telephone number    .

A copy of this consent form will be given to you to keep.

Signature Page

I agree to allow my   blood/tissue   to be    used/kept    for research.  I confirm that I have read this consent form and my questions have been answered.  

Subject/Patient*






Date

Legal Guardian/Advocate/Witness (if required)**


Date

Additional Signature (if required) (identify relationship to subject)
Date

*A minor’s signature on this line indicates his/her assent to participate in this study.  A minor’s signature is not required if he/she is under 7 years old.

**The presence and signature of an impartial witness is required during the entire informed consent discussion if the patient or patient’s legally authorized representative is unable to read.  
Signature of Study Representative

I have explained the research and have answered questions regarding the study to the best of my ability.

Study Representative***






Date

***Study Representative is a person authorized to obtain consent.  Per the policies of the University of Missouri Health Care, for any 'significant risk/treatment' study, the study representative must be a physician who is either the Principal or Co-Investigator.  If the study is deemed either 'significant risk/non-treatment' or 'minimal risk,' the study representative may be a non-physician study investigator.  

If the patient is incompetent to give consent, complete the following:

I,                                                            , hereby certify that I am                                













(Relationship to Patient)

of              

                              and duly authorized to execute the foregoing.


(Name of Patient)

I consent to the     research study, experimental treatment, test, drug, etc.     as described in the attached consent form. 









___________________________
Legal Guardian/Patient Representative          


Date









___________________________
Study Representative*




Date









___________________________

Witness (if required)**




Date  


*Study Representative is a person authorized to obtain consent.  Per the policies of the University of Missouri Health Care, for any 'significant risk/treatment' study, the study representative must be a physician who is either the Principal or Co-Investigator.  If the study is deemed either 'significant risk/non-treatment' or 'minimal risk,' the study representative may be a non-physician study investigator.  

**Regulations do not require the signature of a witness when the patient or patient’s legally authorized representative is able to read and is capable of understanding the consent form document.
The following regulation only applies when an adult person, because of a medical condition, is treated at a teaching hospital for a medical school accredited by the American Osteopathic Association or the American Medical Association and such person is incapable of giving informed consent.  

Persons authorized to consent when a patient is incapable of consenting to an experimental treatment, test or drug.


1.
Legal guardian or


2.
Attorney in fact (person appointed by durable power of attorney) or


3.
A family member in the following order of priority:

a.
Spouse unless the patient has no spouse, or is separated, or the spouse is physically or mentally incapable of giving consent or the spouse's whereabouts is unknown or the spouse is overseas;



b.
Adult child;



c.
Parent;



d.
Brother or sister;



e.
Relative by blood or marriage.
Such legal guardian, attorney in fact, or family member is not authorized to consent to treatment in contravention to such incapacitated person's expressed permission regarding such treatment.

If the patient is competent to consent but cannot write, do not use this proxy consent form.  Please contact the IRB for directions in this situation.
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