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Addendum Consent for the Storage of Tissue or Blood for Undefined or Unspecified Future Genetic Testing 

Instructions:
This model consent document should be used when storage of tissue for undefined future genetic research is secondary to the primary purpose of the study. Non-genetic consent document requirements also may apply (see Model Consent Document). The following informed consent requirements may be prepared as an addendum to the informed consent document prepared for the clinical investigation. However, the addendum must be clearly labeled as “the addendum consent for the use of tissue or blood for undefined future genetic testing,” This informed consent must be obtained in language understandable to the subject or the subject’s legally authorized representative. 

The research investigator should use language that the average person is likely to understand. Technical and scientific terms should be adequately explained or common terms substituted. Research investigators must write the consent using the second person writing style (i.e., subject addressed as “you” and clinical investigators as “I/we”) as it helps communicate that there is a choice to be made by the prospective subject. 

The consent font must be either Times New Roman or Arial and must be at least 12 point. If enrolling seniors, the investigator should consider even larger print. All consent documents must be paginated. After approval, the consent will be stamped; a one-inch margin on the bottom right must be free of print to allow for stamping. Please note that if the print is in blue, this language must be used exactly as written.

Addendum Consent for USE of Tissue or 
Blood for UNDEFINED FUTURE Genetic Testing

TITLE PAGE
Protocol Title

Protocol Number (May use the sponsor protocol number or the Creighton University IRB Number) 

Sponsor (May delete if project unfunded)

Principal Investigator’s Name and Department

Principal Investigator’s Address and Telephone Number

Research Investigators’ Names and Departments (May be listed as sub-investigators or co-investigators. Only investigators listed on page one of the consent documents may be involved in the consent process.)

Name of any Cooperating Hospital or Institution

24-Hour Telephone Number (must have a 24-hour number listed if the research has more than minimal risks)
Introductory Statement
You may want to provide a brief introduction to the genetic testing portion of the study, specifically inviting the subject’s participation in the genetic testing. At this point, you may want to remind the subject that you are available to answer any questions the subject may have about genetic testing. 

Basic Elements 

The following basic elements should be included in the genetic testing informed consent addendum (45 CFR 46 and 21 CFR 50)

Study Purpose

State that the study involves research and explain in non-technical language the purpose of the genetic testing. For example:
[Name of research group] wishes to store some of your blood and/or tissue for possible future research (including genetic research) that, at this time, is undefined or unspecified.
Procedures and Risks

Describe the type and amount of tissue that will be taken for genetic testing, the procedures to be used for collecting the tissue, and the risks associated with those procedures. For example:
We are asking you to have blood drawn from a vein for participation in this research study. A number of tests will be performed, including genetic analysis of blood cells. Pain and bruising at the site from which the blood is drawn are potential risks.

OR

We are asking you to have cells removed from the inside of your mouth (buccal smear). The cells will be used to obtain material for future genetic analysis. The cells will be obtained by brushing the inside of your cheek with a small brush. There are no known complications to this procedure.

OR

We are asking you to allow a portion of tissue from [a biopsy of _______ or a surgical specimen of ________] to be used for genetic analysis. [Describe risks of the biopsy if it is being done only for the research project.]
Other Risks of Participating in the Study

Describe any other risks to the subject that could occur as a result of participating in this study. For example:
Through this genetic testing, it may be determined that you have an abnormal gene, which puts you at risk for developing a genetic disease at some time in the future. Genetic information about you may indirectly provide information about your entire family. Some people involved in genetic studies have felt anxious about the possibility of carrying an altered gene that places them at risk or can be passed on to their children. If you have these feelings at any time during the study, you understand that you may contact the investigator(s) who will arrange for you to speak with a physician or genetic counselor. 

Communicating Findings

Include a statement about the circumstances under which findings from the research will be communicated to the subjects. To avoid engendering unnecessary anxiety or medical interventions, findings should be communicated to the subjects only if they are confirmed and reliable and suggest a course of action that can avoid or ameliorate potential injury. If the study is unlikely to produce information that would be medically useful to the individual, the consent form should state that no study results will be provided to the subject or his/her physician. For example:
This research have no effect on your care; therefore, neither you nor your doctor will receive the results of this testing. No medical report will be added to your records.

Alternatively, if the research is likely to produce clinically significant information and is being done in a CLIA (Clinical Laboratory Improvement Amendments)-registered laboratory (or one of equivalent reliability), the subject should be offered the opportunity to learn information derived from his/her participation in the research. For example:
If the research finds something that would help you make future health care decisions, do you want to be contacted? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Possible Breach of Confidentiality

Genetic Information Nondiscrimination Act (GINA)
The following wording must be included in all genetic projects that have not been anonymized:

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: 

· Health insurance companies and group health plans may not request your genetic information that we get from this research.  

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums.  

· 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. 

All health insurance companies and group health plans must follow this law as of May 21, 2010. All employers with 15 or more employees must follow this law as of November 21, 2009. Be aware that this new Federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance. 
Risks of Consenting to Future Use
This consent is being sought for broad use of the subject’s tissue in future genetic research. Identify the possible consequences of such consent. If risks of potential future research are similar to those already described, explain that future risks are similar to those previously described. Clearly identify that the future research for which consent is being sought is unknown. Explain whether you are seeking consent for use of the subject’s genetic materials in 1) studies with goals broadly related to the original study, or 2) in any study, including studies with goals unrelated to the original study. 

Benefits of Participating in the Study

Describe any benefits to the subject, society, or both that can reasonably be expected from the research. For example:
The benefits of research using tissue or blood include learning more about what causes [________], how to prevent it, how to treat it, and how to cure it. Research by Creighton University and the study sponsor using your blood and/or tissue may result in the development of marketable treatments, devices, or new drugs, in which event you may benefit directly from participation in the study. (You will not, however, receive any direct financial benefits from the commercial use of information developed through participating in this research project.) A possible benefit to you may be that participation in the study may produce information that could be helpful in preventing or treating disease. If such information becomes available, Dr. [investigator’s name] will contact you to discuss the information, if you indicate below that you wish to be contacted.  

Permission for Re-contact

Permission for re-contact also should be explicitly requested if there is any possibility further information or samples will be sought. If the subject declines to grant permission, this request must be respected. The informed consent document should include an explanation of circumstances under which the subject would be re-contacted, and the options of accepting or declining. For example:
Your study doctor may contact you in the future to ask you to take part in more research. 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Specific Indications of Consent
After you have defined the scope of research for which consent is being requested and defined the potential risks and benefits of the current study and any potential future research, ask the subject to clearly indicate what he/she chooses to do, as follows. 
If you have questions, you should talk to Dr. [investigator’s name]. No matter what you decide to do about the storage and use of your blood and/or tissue, you may still take part in [the related clinical investigation]. If you decide that your blood and/or tissue can be kept for research, you can change your mind at any time. You just need to contact Dr. [investigator’s name] and withdraw your consent for the use of your blood and/or tissue. However, if your blood and/or tissue sample has been stripped of all identifying information, it will not be possible for you to withdraw your consent.
Include information specifying how blood and/or tissue specimen would be destroyed if subject withdraws consent.

Please read carefully the statements below and check the box if you agree.
If you wish to allow the storage of your blood and/or tissue in future research, you should check any statement that applies:
 FORMCHECKBOX 

My further consent is required prior to the use of my blood and/or tissue in any subsequent research project.

 FORMCHECKBOX 

My further consent is not required only if a future undefined project has been approved by an IRB (Institutional Review Board).

 FORMCHECKBOX 

My further consent is not required if my blood and/or tissue sample is made anonymous (stripped of all information that could link it to my identity). By checking here I grant researchers my consent to use my blood and/or tissue sample in future research as long as the sample is stripped of all identifiers that can in any way link the tissue to me.

Confidentiality
Identify the persons or agencies to which confidential information will be disclosed, including the sponsor and the Creighton University IRB or its designee, and state the nature of the information to be disclosed and the purpose of disclosure. State that in all other instances, any data under the investigator’s control will, if disclosed, be presented in a manner that does not reveal the subject’s identity, except as may be required by law. The following is an example of acceptable language for a confidentiality statement:
The information collected in this study will be maintained in a confidential locked file at Creighton University and will not be disclosed without your permission to any third parties other than the study sponsor and the Creighton University Institutional Review Board and other internal departments that provide support and oversight at Creighton University/Creighton University Medical Center or as may be required by law. If the study is published, your name and medical records will be kept confidential. 

State that the subject’s identity will be removed from the sample, encoded, or stripped (made anonymous). Indicate how long the sample will be retained and how it will be disposed of after the research is completed. If appropriate, state that a Certificate of Confidentiality exists and explain its limits and exceptions.

Compensation for Participation
Describe the amount and nature of any compensation or fee to be paid to the subject for participating in the study. If no compensation will be provided, state so. For example:
There will be no cost to you for any blood and/or tissue collected and stored by [name of research group]. You will not be paid to participate in this study. 

Research-Related Injury
[Include the sponsor’s statement regarding payment]

Explain whether any medical treatments are available if injury occurs, and if so, describe what the treatments consist of, identify who will provide or pay for the treatments, and explain where further information can be obtained. If the sponsor has a statement regarding payment for injury, that statement may also be included here.

The consent document must not include exculpatory language through which the subject or the subject’s legally authorized representative is made to waive or appear to waive any of the subject’s legal rights or releases, or that appears to release the research investigator, the sponsor, the institution, or its agents from liability for negligence.

[The following two paragraphs MUST be included unaltered (except for statements in parentheses) for all research in which the risks are judged to be more than minimal and for all investigational clinical studies]

The investigator(s) will make every effort to prevent study-related injuries and illnesses. If you are injured or become ill while you are in the study and the illness or injury is due to your participation in this study, you will receive necessary medical care at the usual charge. The costs of this care (that are not covered by the sponsor) will be charged to you or to your health insurer. No funds are available from Creighton University (or) Creighton University Medical Center (or Alegent Health) to repay you or compensate you for a study-related injury or illness. There is also no compensation available for payment of your lost wages or other losses.

By signing this consent form, you will not be waiving any of your legal rights that you otherwise would have as a subject in a research study.

Contact Information

Provide the name and telephone number of a specific office or person to contact for answers to questions about the researcher in case of a research-related injury to the subject. If the subject has questions about research subjects’ rights, the contact must be the Institutional Review Board at 402-280-2126.

Signature Clause

This portion of the consent document must contain the following information without modification:

You are free to refuse to participate in this research project or to withdraw your consent and discontinue participation in the project at any time without penalty or loss of benefits to which you are otherwise entitled, or any effect on your medical care.

My signature below indicates that all my questions have been answered. I agree to participate in the project as described above.

Printed Name of Subject

Signature of Subject/
Date Signed

Legally Authorized Representative

(A witness is defined as an adult person not associated with the study. If the investigator wishes to have a witness and retains this option, all consents used in the study must have a witness. If the witness line is not required by the study, then the line should be eliminated.)

Signature of Witness 
Date Signed

If you are not satisfied with the manner in which this study is being conducted, you may report (anonymously if you so choose) any complaints to the Institutional Review Board by calling (402) 280-2126, or addressing a letter to the Institutional Review Board, Creighton University, 2500 California Plaza, Omaha, NE 68178.

A copy of this form has been given to me.

Subject’s Initials

For the Research Investigator—I have discussed with this subject (and, if required, the subject’s guardian) the procedure(s) described above and the risks involved; I believe he/she understands the contents of the consent document and is competent to give legally effective and informed consent.

Signature of Responsible Investigator
Date Signed
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