

TITLE OF RESEARCH STUDY This needs to be on the top of the second through last page of the consent.



SUBJECT INFORMED CONSENT DOCUMENT
NAME OF BIOREPOSITORY OR DATABASE
(Delete any of the first four lines that are not applicable.  Answer line five if the IRB number has been assigned.  Lines 6-8 must be answered.  Delete this instruction.)
Sponsor assigned number:

Grant assigned number:

Industry Contracts number:

Sponsor(s) name & address:

IRB assigned number:

Investigator(s) name & address:

Site(s) where study is to be conducted:

Phone number for subjects to call for questions:

Introduction and Background Information

You are invited to donate your body tissue, fluids (including blood or urine), or health information to be used for research.  Most of what you will be asked to donate will be left over tissue or fluids that your doctor has removed during surgery or what may be left over after a test.   Health information will be obtained from your medical records or by asking you questions about your health.  

Each time your tissue or data is used, the researcher who wants to use it, must have approval from an institutional review board (IRB).  An IRB is composed of scientists, non-scientists and members from the community.  This board is responsible for approving all research with humans conducted by University of Louisville researchers.
Your donation will be kept in a safe and secure storage place called a biorepository.  A biorepository is a place such as a locked freezer or secure laboratory with password protected computers where the tissue, fluids, or data you have given may be put for safekeeping.  Dr. (principal investigator/faculty member) and (Co-PI name-if applicable) is in charge of the biorepository and he is responsible for protecting your donation to the biorepository.  
The biorepository is owned by (list if the study is sponsored by an outside source) and the University of Louisville, Department of (give department name).The biorepository may collect tissue, fluids, or data from many different places such as _____________ (names of hospitals or other local sites where the biorepository will be collect samples).  

Purpose

The purpose of the biorepository is to allow scientists to study many different kinds of diseases such as (include a brief description of the kinds of diseases or conditions that may be studied.  This description should be in lay terms written so subjects reading at the middle school level can understand the terms.)
Procedures 
Data Biorepository (Use this section if only data is to be placed in the repository.  Describe what personal data, including any protected health information (PHI), will be collected from the subject, how it will be collected, who will keep the data, how it will be kept secure and private, and how and who may use this information.)

Use this section if this is used for a Tissue Biorepository.  Edit the section to best fit the situation for this study.
At the time of your surgical procedure, tissue will be removed as planned by you and your doctor. The tissue that is removed will be examined by a doctor(s) known as a pathologist (a pathologist examines tissues and makes medical diagnoses based on microscopic findings). If the pathologist determines there is enough tissue available to collect some for research and you have given your permission, then tissue will be collected at this time for storage in the (Give location the sample will be stored). 
A person who works for the biorepository will collect your tissue. A small piece of normal tissue and a small piece of tumor tissue will be collected. Some information, including your name, age and information related to your specific disease will also be collected. This information will be stored using a computer located at the biorepository, but no specific information that can identify you will be released from the biorepository without your permission. All individuals connected with the biorepository have been trained and certified in the protection of human subjects in medical research and have also been trained and certified in confidentiality and privacy as it relates to an individual's health information. 
In addition to giving permission for the collection of tissue from your surgery you are also being asked for permission to collect blood and urine samples as well as permission to be contacted at some time in the future about your medical condition. Please check the appropriate boxes below as they relate to the collection of blood, urine and additional medical information.

(Include only if you intend to collect additional blood or urine)

Question 1 - In addition to the tissue collected during your surgical procedure, do you give permission for some of your blood (give amount in measuring spoons) and urine to be collected and used for research purposes?  The only additional inconvenience to you is having your blood drawn and providing a urine specimen.  A research coordinator will be drawing your blood and collecting your urine. This will take place either at the time of your office visit with your treating physician or the morning of your surgery. The expense for the blood draw and urine collection will be covered by (tell who will pay for this blood draw). The blood and/or urine may be used to examine proteins, genes or chemicals that may relate to your disease.
( Yes - I give additional permission for some of my blood and urine to be collected.

( No - I do not give permission for my blood and urine to be collected.

Subject Signature 





Date Signed

(Include only if you intend to contact subjects in the future)

Question 2 -When your tissue is given to a researcher there may be future information about you and your disease that could be valuable to their research such as the current stage of your disease, treatments since your surgery, number of recurrences etc. Therefore, this question asks your permission for a member of the biorepository to contact you on average of no more than once a year to ask about your disease. The members of the biorepository will then send your information to the researchers who have received your tissue. The researcher will not be provided any information that identifies you.

( Yes --, I give additional permission to be contacted by personnel from the biorepository regarding my specific disease or tumor no more than once a year.

( No - I do not wish to be contacted by the biorepository at all in the future.

Subject Signature 





Date Signed

(Add information about any data that may be stored including any protected health information (PHI).  Follow the instructions in the Data Biorepository only instructions above.)
(Amount in lay terms- use teaspoons or tablespoons) of blood will be removed from your vein for the experimental purpose of determining (Brief description of the aims of the project including the intended use(s) for the tissue(s) obtained for the study). A tourniquet will be placed on your arm, a needle placed in your vein, and (amount) of blood (approximately ___ tablespoons) will be removed. (If collecting tissue or body fluids other than blood, describe tissue and the procedure that will be used to obtain the specimen.)
Risks 
You should understand that there might be some pain or discomfort during the procedure, but that the risks are minimal. It is possible that there might be some bleeding from, or bruising around the puncture site and there is a possibility of infection of the puncture site.  (If collecting tissue or body fluids other than blood, describe tissue and the risk that might be associated with obtaining the specimen.)

Research involving genetic information (Remove if the research does not involve genetic testing.  If the research involves a separate consent form for genetic testing, include this paragraph in that consent form and remove from this consent)
A new Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways: 
1. Health insurance companies and group health plans may not request your genetic information that we get from this research or use your genetic information when making decisions regarding your eligibility or premiums. 

2. Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment. 
Employers with 15 or more employees, health insurance companies, and group health plans must follow this law.  This new law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance. 
Benefits 
The possible benefits of this study include (list any possible benefits for the subject or for humankind). The information collected may not benefit you directly. The information learned in this study may be helpful to others. 
Since it is unknown what specific tests will be conducted on your tissue, blood and/or urine, nor can the quality of these tests be determined, you and/or your doctor will not be provided with the results of any tests that are performed.

Compensation 
You will not be paid for donating your tissue or data to the biorepository and you may not benefit in any way, financially or medically, from the research conducted on your tissues.
Costs

There will be no additional costs or charges to you for your participation in this study.  

HIPAA Research Authorization 
The Health Insurance Portability and Accountability Act of 1996 (HIPAA) provides federal safeguards for protected health information (PHI).   Examples of PHI are your name, address, and birth date. PHI may also include your medical history, results of health exams and lab tests, drugs taken and results of this research study.  Your PHI cannot be used or shared without your agreement, unless it meets one of the HIPAA exceptions. You will be asked to sign a "Research Authorization" form. This allows the use and sharing of your PHI by those listed in the “Research Authorization.”

Alternatives

Instead of taking part in this study, you could choose to:  (list alternatives, including choosing not to participate as that is always an alternative.)
Security 

Your data will be kept private by (describe how the subjects data will be protected from disclosure and physically secured, e.g., locked cabinet, password protected computer or secured server, encrypted storage device, limited limited access, locked area).
Conflict of Interest

This study does not involve a conflict of interest. <or-select one remove the other>
This study involves a conflict of interest because (Select one of the following three options. Delete the remaining options and instructions prior to submission.) (1) the institution, (2) the investigator or (3) the institution and investigator) will be compensated for your participation in it.  If you want to know, please ask the investigator how (Select one of the following three options. Delete the remaining options and instructions prior to submission. This selection should agree with your previous choice.) (1) the institution, (2) the investigator or (3) the institution and investigator will benefit by your participation in the study.

Confidentiality 

Total privacy cannot be guaranteed.  We will protect your privacy to the extent permitted by law.  If the results from this study are published, your name will not be made public.  The following may look at your research and medical records: 
· The sponsor and others hired by the sponsor to oversee the research

· The University of Louisville Institutional Review Board, Human Subjects Protection Program Office, Privacy Office and others involved in research administration at the University.

· People who are responsible for research and HIPAA oversight at the institutions where the research is conducted

· Government agencies, such as the Office for Human Research Protections (OHRP), 

· People who make sure that the billing is submitted correctly.   

Voluntary Participation 

You understand that your participation is voluntary and refusal to participate will involve no penalty or loss of benefits to which you are otherwise entitled. You have the right to withdraw your tissue samples at any time from the Biorepository as well as all medical information associated with the samples without penalty. This notification must be given in writing. However, this ability to withdraw a specimen does not apply to any tissue once it has been released from the Biorepository and distributed to another researcher. The right to withdraw tissue from the Biorepository ends upon your death from any cause.

Contact Persons

If you have any questions about the study, please contact (Name and phone number of the person who is responsible for the biorepository.  This section is mandatory for all studies.)
Research Subject’s Rights

If you have any questions about your rights as a research subject, you may call the HSPPO (502) 852-5188.  You will be given the opportunity to discuss any questions about your rights as a research subject, in confidence, with a member of the IRB.  The IRB is an independent committee composed of members of the University community, staff of the institutions, as well as lay members of the community not connected with these institutions.  The IRB has reviewed this study. (Do not state approved.  This section is mandatory for all studies.) 

Concerns and Complaints
If you have concerns or complaints about the research or research staff and you do not wish to give your name, you may call 1-877-852-1167.  This is a 24 hour hot line answered by people who do not work at the University of Louisville.  (This section is mandatory for all studies.) 

Acknowledgment and Signatures

This document tells you what will happen during the study if you choose to participate.  Your signature indicates that this research study has been explained to you, that your questions have been answered, and that you agree to take part in the study.  This informed consent document is not a contract.  You are not giving up any legal rights by signing this informed consent document.  You will be given a signed copy of this consent form to keep for your records. (This section is mandatory for all studies.) 

___________________________________________
________________________________

Printed Name of 


Signature of Subject/Legal Representative 
Date Signed

Subject/Legal Representative      


___________________________________________
________________________________

Printed Name of Person

Signature of Person Explaining 


Date Signed

Explaining Consent Form 

Consent Form (if other than the Investigator)

___________________________________________________________________________

Printed Name of Investigator
Signature of Investigator



Date Signed

(If the holder of the repository is not the person explaining the consent form, then that person must sign the Informed Consent Document within two weeks of the subject or subject’s legal representative)

LIST OF INVESTIGATORS

PHONE NUMBERS
(Consent Version Date must be included at the bottom of every page. This date must change yearly due to renewal of the study and consent. )

(If the research study involves subjects that are between the ages of 7-17, an “Assent” is also required.)
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