Consent Template – Language by Topic

Directions:

The following consent language has been reviewed and approved by the IRB. This language can be inserted in the designated sections of consent documents, as applicable. Instructions [red italicized text in brackets] should be deleted. Language that must be used verbatim will be labeled [Required as written].
Certificate of Confidentiality (Section: Confidentiality):
To help us protect your privacy, we have obtained a Certificate of Confidentiality from the [National Institutes of Health or other issuing agency]. This Certificate will be used to resist attempts to force us to disclose information that may identify you, even by a court subpoena, in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings.

The Certificate cannot be used to resist a demand for information that is used for auditing or evaluation of federally funded projects or for information that must be disclosed to meet the requirements of the Food and Drug Administration (FDA).

A Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your participation in this research. If an insurer, employer, or other person obtains your written consent to receive research information, then we will release the information even though we have the Certificate of Confidentiality.

The Certificate of Confidentiality also does not prevent us from disclosing voluntarily, without your consent, information that would identify you as a participant in the research if required by state and/or federal law. In Tennessee, if we have reasonable knowledge that a felony has been or is being committed we are required to notify state officials.

[Researchers should include language such as the following if they intend to make any other voluntary disclosures about things such as child abuse, intent to hurt self or others, or other voluntary disclosures:]
 [If applicable]  If we learn of possible child abuse or elder abuse, we are required to report this to state officials. If we believe that you may harm yourself or others, we will obtain help to make sure you and/or others are safe.

 [If applicable]  If the research shows that you have a disease that can be spread and puts others at risk (for example, measles, hepatitis, meningitis, or HIV/AIDS), we are required to report this to state officials.

[If applicable]  The Certificate does not protect study information that is placed into your medical records.

 

Genetic Testing (Section: Risks)
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 from this research.

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

· Employers with 15 or more employees may not use your genetic information 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 federal law.  This law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance. Under Tennessee law, health insurance companies cannot ask about the results of a genetic test or use any information obtained from genetic testing to make decisions about providing coverage or benefits for health care services.
Internet/E-mail Data Collection (Section: Confidentiality):
We will work to make sure that no one sees your survey responses without approval. But, because we are using the Internet, there is a chance that someone could access your online responses without permission. In some cases, this information could be used to identify you.

[If survey is encrypted, please include the following text]:
Your data will be protected with a code to reduce the risk that other people can view the responses.
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