



 Consent for Genetic Research on Biological Samples

[Unlinked samples]

Genes control heredity from parents to children.  Research on genes is called genetic research.  Genetic research is necessary for many important reasons including:


a) to increase medical knowledge


b) to develop new drugs, tests and treatments


c) to get useful information about public health and safety

You have this consent form because University of Miami researchers want to include samples from your tissues or blood in genetic research and because they may want to save such samples for future research.   No direct benefits can be promised to you from this research, but people who participate in medical research often speak of the satisfaction they have.  It is important that you talk to your doctor, nurse or genetic counselor if you have questions or concerns about the research study or any of the information in this document.

If you consent to include your tissue or blood samples in this research, then the following will happen: 

1. Once the sample is taken, it will forever be separated or “unlinked” from your name. This will help protect your confidentiality and anonymity.  
2. Information from your samples and your records may be shared with government
officials or by corporate research sponsors and by other investigators working with the

University of Miami.  The University of Miami often works together with other
organizations and information is sometimes shared among them.  However, information
shared with other investigators will not include your name or other information that may
identify you.

3. You will not be paid for the use of your blood or tissue samples, or the information they contain.

4. You will not have rights to information obtained from your tissue or blood samples.  

5. The University will own the rights to any drugs, tests or treatments that are developed

from research on your tissue or blood samples.  You will not share in any proceeds the
University might receive from such commercial products. 

6. Any present or future research on your tissue or blood samples must be approved by an authorized Institutional Review Board (IRB).  Since your samples will be stored without your name, the requirement for informed consent or HIPAA authorization for future research would likely be waived by the IRB reviewing the future research.  As a result, you will not be contacted for such consent or authorization.  Once the sample is taken, it
will forever be separated or “unlinked” from your name.  This will help protect your
confidentiality and anonymity.
7. Aside from the risks listed above, there may be other risks from genetic research that we

do not yet know about. 
Samples without Names
Removing your name from your tissue or blood samples will have other consequences including:  
1. Investigators will not be able to tell you what they find out about you from your tissue
or blood samples, nor will they contact you if, in the future,  a test or treatment becomes available for a problem that they find in your tissue or blood sample.  
2. Genetic information about you will often apply (in one degree or another) to family members.  Certain studies, called “pedigree studies” share such information among family members.  Since your sample will be anonymous, information found in your genes will not be communicated to you or your family members.
3. There are risks to knowing and also to not knowing your genetic information.  Not knowing such information may mean that you could be unaware of the need for caution or treatment if one is available or discovered in the future.  A process called “genetic counseling” is often useful and appropriate when people are learning about their genes.  If you would like to learn more about genetic counseling outside of this research you should speak with your doctor or nurse.

4. Even though your name will not be connected to the tissue or blood sample, other information such as about race, ethnicity, sex, your medical history, and so forth might be available to scientists studying your tissue or blood samples. This information may be important for research or public health purposes. 

5. You can refuse to allow your tissue or blood to be studied or saved for future study. Once you agree to allow scientists to use your tissue or blood sample for the current study, however, it will be impossible for you to withdraw from any research project using your tissue or blood. This is because the samples will have been made anonymous; it will not be possible to find your sample to withdraw it.

Things to Think About 
A Federal law called the Genetic Information Nondiscrimination Act (GINA) generally prohibits health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information.  GINA does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.  GINA also does not protect you against discrimination based on an already-diagnosed genetic condition or disease.
The choice to let us use your sample 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 sample can be kept for research, and you change your mind later, the study doctor will not be able to locate your sample and destroy it because there is no link to you on your sample.  There is no way for the study doctor to identify which sample is yours. 


The results of the genetic testing will not be put in your health records.   
If you are concerned about a potential genetic problem or disease, you and your doctor might choose to test specifically for it separately from this research study.  This test would require more blood or tissue samples. You should discuss this option with your doctor or genetic counselor.

Consent for Use of Your Sample In This Research Study and Consideration for Future Use of Your Sample  
1. I agree to have my sample used in this research study and stored for use in future research.  I understand that because my sample will not be connected to my name I will not be contacted regarding the future use of my sample.  I also understand that because there is no link to me on my sample I will not be able to withdraw my sample from use in research.  

________  By initialing here I agree to the statement in number 1 regarding the future use of my sample(s).

2. I agree to have my sample used in this research study but I do not consent to have my sample stored for future research.  My sample is to be discarded after use in this study


________  By initialing here I agree to the statement in number 2 regarding the future use of my sample(s).


________________

__________________
Signature of Participant



Date


________________
Printed Name of Participant


________________

__________________
Signature of Parent/Legally Acceptable Representative

Date


________________
Printed Name of Parent/Legally Acceptable Representative


________________

Printed Name of Child (if applicable)


_______________


____________
Signature of Person Obtaining Consent



Date


________________
Printed Name of Person Obtaining Consent
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