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Genetic Testing Template Language:
· If a study Sponsor provides their own consent form language for genetic testing/research that sufficiently covers the same concepts/information, then this language does not need to be used; however, if the Sponsor-provided genetic testing language is not as robust as this language, then this language (or applicable portions of this language) should be included.
· This language should be included within the body of the consent form. 
· If genetic research is an optional component of the study, the investigator must have a way to document the participant’s decision (e.g. inclusion of a check box for participants to mark if choosing to participate in the genetic portion of the study)

This study involves genetic testing on samples that you provide. Genes (DNA) are the instruction manual for your body. 
[Include if the study involves whole exome or whole genome sequencing]: Researchers may use your specimens to look at all of your DNA. This is called “whole genome sequencing.” DNA contains information that determines things like eye color, height, or disease risk that are passed from parent to child.
[Include if the study does NOT involve whole exome or whole genome sequencing]: Researchers may use your specimens to look at your DNA. DNA contains information that determines things like eye color, height, or disease risk that are passed from parent to child.

Although your genetic information is unique to you, genetic information is also shared with your children, parents, brothers, sisters, other blood relatives, and other members of your ethnic group. One risk of giving samples for this research may be the release of your name that could link you to the stored samples and/or the results of the tests run on your samples. This may cause problems with insurance or getting a job. Consequently, it may be possible that genetic information from them could be used to help identify you. Similarly, it may be possible that genetic information from you could be used to help identify them. While information traditionally used to identify you will not be released (for example name, date of birth, address, telephone number), people may develop ways in the future that would allow someone to link your genetic or medical information back to you. To prevent this, these samples will be given a code.  Only the study staff will know the code.  The name that belongs to the code will be kept in a locked file or in a password-protected system.  Only study staff will have access to your name.   
A 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, and they 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.
You should know that this federal law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.
[Include if this study is subject to the NIH Genomic Data Sharing Policy]: We may use your genetic information and some medical record data to do research in the future. We will remove your name and other personal information before sharing it with other researchers. We may share this information with other scientists or companies not at VUMC. This information may be put into an unrestricted or controlled access government health research database. Even though no personal information will be included, we cannot guarantee that no one will ever be able to use this information to identify you.
[Include if genetic results are not being returned to participants:] You and your doctor will not receive the results of the genetic tests conducted as part of this study.
[Include if results are being returned to participants and/or their physicians]: Research is not the same as medical care.  Any genetic results found as part of this research study should be confirmed in a clinical testing laboratory. If you have any questions or concerns about any genetic test results, please see a genetic counselor. You can ask for a referral to a genetic counselor from the study team or your doctor. 
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