Model Consent Language for GENETIC RESEARCH

Instructions to Investigators: Read each phrase carefully to determine whether it specifically applies to your study and modify as needed before incorporating such information into your consent document.

Add to Background Section:
Genetic research is an increasingly important way to try to understand the role of genes in human disease.  Researchers at Loma Linda University wish to include your [tissue, cells, blood sample] in a research project, or they want to save such biological samples for future research.  Before you agree to participate, you should consider all the information in this consent document.  Also, it is very important that you talk to your own doctor or genetic counselor if you have any personal questions or concerns about genetic testing.

Add to Procedures Section:  In addition to your name, other information about you might be connected to your blood or tissue sample.   For instance, information about race, ethnicity, sex, your medical history, and so forth might be available to investigators studying your tissue or blood.  Such information is important for scientific context and sometimes for public health.  It is possible that genetic information might come to be associated with your racial or ethnic group.


The investigators will take tissue or blood sample only for study purposes, that is, the samples are not necessary for your standard treatment.  [OR]  The Investigators will take more tissue or blood samples than is necessary for your standard treatment.  [Explain amount of sample, etc.]

Add to Risks Section:
The presence of a genetic marker does not necessarily mean that a person will develop a disease.  Informing people of all such markers independently of medical need can cause unnecessary anxiety.  Conversely, the absence of a marker does not mean that someone will not get the disease.  Genetic diseases appear as a result of a complex mixture of hereditary, environmental, behavioral, and other factors.  These are the best-known risks and challenges of genetic research.  There might be other risks we do not know about yet.  

Add to Benefits Section:  No direct benefits can be promised from your participation in this research project, though some people find satisfaction in contributing to scientific knowledge about genetic problems and their medical consequences.  Some genetic research can produce scientific advances that later improve the health of those who provided tissue, cell, or blood samples. 

Add to Participants’ Rights Section:  You have the right to refuse to allow your tissue or blood to be studied or saved for future study.  You may withdraw from this study at any time and remove any samples that contain identifiers from research use after the date of your withdrawal.  This means that while the University might retain the identified samples – the law often requires this—they would not be used for research.  Another option would be for the samples to still be retained for research but without any information identifying you (an anonymous sample).  Documentation of your consent would again be requested in such cases.  

Add to Confidentiality Section:  Your tissue, cell, or blood sample will be stored under your name or a code that identifies you.  If there is a medical reason to seek specific information about you, the researcher will tell you.  Your confidentiality will be protected to the extent permitted by law.  Your records might be reviewed by [name….]. Loma Linda University collaborates with many other organizations, and data is generally shared among them.  No data identifying you by name will be released without your specific approval to do so.

Add to Costs Section:

Genetic research may affect your insurability.  For instance, information about your DNA might result in discrimination that would make it difficulty to obtain health insurance coverage in the future.  You will still be responsible for paying for health care, however.  Loma Linda University will not be responsible for such costs, even if care is needed for a condition revealed during research or clinical testing.

Modify Alternative Treatment Section to read Following-up on study results: Genetic research raises difficult questions about informing you and other subjects of any results or of future results.  Some people want to know what is found out about them; others do not.  The risks of knowing include anxiety, other psychological distress, and the possibility of insurance discrimination.  The risks of not knowing include not being aware of the need for treatment.  But these risks can change depending on whether there is a treatment or cure for a particular disease and on how clear the results are.  


Investigators in this study may try to re-contact you later to find out about your health in the future, but this is not certain.  If you are re-contacted and want to know what the investigators have learned about your tissue samples, you should understand that the following are the kinds of things the investigators or your health team might tell you:


(a) Information is too sketchy to give you particular details, but you will receive a newsletter informing you about the results of the project.


(b) You carry a gene for a particular disease that can be treated.


(c) You carry a gene for a particular disease for which there is no current treatment.  This news might cause severe anxiety or other psychological distress, depending on the severity of the disease.


(d) You carry a gene for a disease and might consider informing relatives that they, too, might carry the gene.  It can be very difficult to decide whether to share such information with relatives.  It is generally not the University’s policy to provide genetic information about you to your family members.  Genetic counselors can help sort out the various options in such case (provide name and contact information).


If you are concerned about a potential genetic malady, an alternative to participating in the study and being notified by the investigators is for you and your doctor to choose to test specifically for it.  You should discuss this option with your doctor or genetic counselor.

Add to Reimbursement Section: Your tissue samples might be used to develop commercially valuable medical products.  By signing this form you agree not to seek a share of any proceeds that might result, that is, you waive any claim to share in the commercialization of products developed from your tissue or blood samples.
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