· The age of majority in Tennessee is 18 years.  Minors who are pregnant or are parents are not automatically emancipated however minors who are married are emancipated.

· Legally Authorized Representatives can consent for cognitively impaired individuals.  Absent a LAR, the Surrogate Consent Rider should be used to document a healthcare decision maker for research.

· VUMC does not allow changes to the subject injury language, it is a local policy.

· Typical reading level in Tennessee is 6-8th grade. 
Billing language- For Consent Forms if applicable
If there is no billing to the participant or a third party payor, the following template should be used:

There is no cost to you for taking part in this study.

OR
If there is billing to the participant or a third party payor, the following template should be used:

If you agree to take part in this research study, you and/or your insurance will not have to pay for the tests and treatments that are being done only for research.
However, you are still responsible for paying for the usual care you would normally receive for the treatment of your illness. This includes treatments and tests you would need even if you were not in this study. These costs will be billed to you and/or your insurance. 

You have the right to ask what it may cost you to take part in this study. If you would like assistance, financial counseling is available through the Vanderbilt Financial Assistance Program.  The study staff can help you contact this program. You have the right to contact your insurance company to discuss the costs of your routine care (non-research) further before choosing to be in the study. You may choose not to be in this study if your insurance does not pay for your routine care (non-research) costs and your doctor will discuss other treatment plans with you.
Subject Injury Language- For Consent Forms (greater than minimal risk only)
Billing for Injury:
If it is determined by Vanderbilt and the Investigator [with Sponsor input] that an injury occurred, then you and/or your insurance may be billed for the cost of medical care provided at Vanderbilt to treat the injury.  You will be responsible for any copayments or deductibles associated with the treatment of that injury.
There are no plans for Vanderbilt [or the Sponsor] to pay for the costs of any additional care. There are no plans for Vanderbilt [or the Sponsor] to give you money for the injury. 

No Billing for Injury:

If it is determined by Vanderbilt and the Investigator, with Sponsor input, that an injury occurred as a direct result of the tests or treatments that are done for research, then you and/or your insurance will not have to pay for the cost of immediate medical care provided at Vanderbilt to treat the injury. 

There are no plans for Vanderbilt or the Sponsor to pay for any injury caused by the usual care you would normally receive for treating your illness or the costs of any additional care. There are no plans for Vanderbilt or the Sponsor to give you money for the injury. 

HIPAA Authorization language- For Consent Forms (or use stand alone Authorization)
What information is being collected, used, or shared?
To do this research, we will need to collect, use, and share your private health information.  By signing this document, you agree that your health care providers (including both Vanderbilt University Medical Center and others) may release your private health information to us, and that we may use any and all of your information that the study team believes it needs to conduct the study.  Your private information may include things learned from the procedures described in this consent form, as well as information from your medical record (which may include information such as HIV status, drug, alcohol or STD treatment, genetic test results, or mental health treatment).   

 

Who will see, use or share the information?
The people who may request, receive or use your private health information include the researchers and their staff.  Additionally, we may share your information with other people at Vanderbilt, for example if needed for your clinical care or study oversight.  By signing this form, you give permission to the research team to share your information with others outside of Vanderbilt University Medical Center.    This may include the sponsor of the study and its agents or contractors, outside providers, study safety monitors, government agencies, other sites in the study, data managers and other agents and contractors used by the study team.   We try to make sure that everyone who sees your information keeps it confidential, but we cannot guarantee that your information will not be shared with others.  If your information is disclosed by your health care providers or the research team to others, federal and state confidentiality laws may no longer protect it. 

 

Do you have to sign this Authorization?
You do not have to sign this Authorization, but if you do not, you may not join the study.

 

How long will your information be used or shared?
Your Authorization for the collection, use, and sharing of your information does not expire.  Additionally, you agree that your information may be used for similar or related future research studies.

 

What if you change your mind?
You may change your mind and cancel this Authorization at any time.  If you cancel, you must contact the Principal Investigator in writing to let them know by using the contact information provided in this consent form.  Your cancellation will not affect information already collected in the study, or information that has already been shared with others before you cancelled your authorization.

If you decide not to take part in this research study, it will not affect your treatment, payment or enrollment in any health plans or affect your ability to get benefits. You will get a copy of this form after it is signed. 

[Communicable Disease] Testing/Reporting- For Consent Forms when applicable

Insert reportable test in brackets, communicable disease is one example
As part of this study you will be tested for [communicable diseases].  If results show that you are positive for a [communicable disease] the study staff will tell you the results. We will talk with you before and after testing, and your test result will be given to you only in person. You should know that the study staff may be required to give your name to the Tennessee Department of Health if you test positive because this is the law.  It is important to seek medical care if you have a [communicable disease]. If you need a referral, please let the study staff know.

Reporting includes: Any sexually transmitted disease, sepsis, cancer, COVID-19.

Additionally, there is mandatory reportig of abuse. 
Surrogate “Rider” for the Consent Document

I, 





__________   [name of decision-maker/surrogate],

am the ____________


__________   [state relationship to participant] 

of 





__________   [state participant’s name].  I have read the informed consent document or it has been explained to me.  I have had the opportunity to ask any questions and all of my questions have been answered.  I have been informed that an investigational treatment may be administered to 



       
______
   [participant’s name]. I believe receiving such treatment would be in the interests of 





 [participant’s name] and is consistent with what he/she would have decided had he/she been able to do so.

Your decision to allow your family member/friend to participate in this research study is voluntary. You may choose not to allow his/her participation and he/she will receive alternative treatments without affecting his/her healthcare/services or other rights. You are also free to withdraw him/her from this study at any time.  In the event new information becomes available that may affect the risks or benefits associated with this research study or your willingness to allow continued participation in this research study, you will be notified so that you can make an informed decision whether or not to continue your family member/friend’s participation in this study.    

Your family member/friend will periodically be re-evaluated for the capacity to give consent.  If he/she is found to be capable, continued participation in this study would only occur with his/her consent.

________________________________________________  ___/___/___

Signature of Health Care Decision-Maker/Surrogate                Date

________________________________________________  ___/___/___

Signature of Witness




                Date

________________________________________________  ___/___/___

Name and Signature of person obtaining consent

    Date

CoC Consent Language

This study may have support from the National Institutes of Health.  If so, your study information is protected by a Certificate of Confidentiality.  This Certificate allows us, in some cases, to refuse to give out your information even if requested using legal means. 
 It does not protect information that we have to report by law, such as child abuse or some infectious diseases.  The Certificate does not prevent us from disclosing your information if we learn of possible harm to yourself or others, or if you need medical help. 
Disclosures that you consent to in this document are not protected. This includes putting research data in the medical record or sharing research data for this study or future research. Disclosures that you make yourself are also not protected.


Medical Record Information – For all Consent Forms
Your medical record will contain a note saying you are in a research study and may contain some research information about you.  Anyone you authorize to receive your medical record will also get this information.
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