Institutional Review Board
Informed Consent Document for Research

Principal Investigator: Revision Date:
Study Title:
Institution/Hospital:

This informed consent applies to

Name of participant: Age:

The following is given to you to tell you about this research study. Please read this form with care and ask any questions you
may have about this study. Your questions will be answered. Also, you will be given a copy of this consent form.

You do not have to be in this research study. You may choose not to be in this study and get other treatments without changing your
healthcare, services or other rights. You can stop being in this study at any time. If we learn something new that may affect the risks or
benefits of this study, you will be told so that you can decide whether or not you still want to be in this study. 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.

1. What is the purpose of this study?

You are being asked to take part in this research study because

2. What will happen and how long will you be in the study?

Your samples and information about you may be made available to others to use for research. To protect your
privacy, we will not release your name. You will not receive any benefit as a result of the tests done on your
samples. These tests may help us learn more about the causes, risks, treatments, or how to prevent this and other
health problems.

Your samples may be used to make new products or tests. These may have value and may be developed and
owned by the study staff, Vanderbilt University, and/or others. If this happens, there are no plans to provide money
to you.

3. Costs to you if you take part in this study:

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

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.

4. Side effects and risks that you can expect if you take part in this study:

5. Risks that are not known:
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6. Payment in case you are injured because of this research study:

If it is determined by Vanderbilt and the Investigator 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 to pay for any injury caused by the usual care you would normally receive for
treating your iliness or the costs of any additional care. There are no plans for Vanderbilt to give you money for the
injury.

7. Good effects that might result from this study:

a) The benefits to science and humankind that might result from this study.
b) The benefits you might get from being in this study.

8. Other treatments you could get if you decide not to be in this study:

9. Payments for your time spent taking part in this study or expenses:

10. Reasons why the study doctor may take you out of this study:

11. What will happen if you decide to stop being in this study?

If you decide to stop being part of the study, you should tell your study doctor. Deciding to not be part of the study will
not change your regular medical care in any way.

12. Who to call for any questions or in case you are injured:

If you should have any questions about this research study or if you feel you have been hurt by being a part of this
study, please feel free to contact (INSERT NAME OF RESEARCHER) at (INSERT RESEARCHER’S PHONE
NUMBER) or my Faculty Advisor, (INSERT NAME OF FACULTY ADVISOR) at (INSERT FACULTY ADVISOR’S
NUMBER). (INSERT IF EMERGENCY CONTACT IS DIFFERENT FROM THE INVESTIGATOR). If you cannot reach
the research staff, please page the study doctor at (INSERT INVESTIGATOR’S PAGER NUMBER).

For additional information about giving consent or your rights as a person in this study, to discuss problems, concerns,
and questions, or to offer input, please feel free to call the VUMC Institutional Review Board Office at (615) 322-2918 or
toll free at (866) 224-8273.

13. Confidentiality:
Vanderbilt may share your information, without identifiers, to others or use it for other research projects not listed in this

form. [The sponsor,] Vanderbilt, Dr [PI] and [HIS/HER] staff will comply with any and all laws regarding the privacy of
such information. There are no plans to pay you for the use or transfer of this de-identified information.

20f4



Institutional Review Board
Informed Consent Document for Research

Principal Investigator: Revision Date:
Study Title:
Institution/Hospital:

This study may have some support from the National Institutes of Health (NIH). 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.

14. Authorization to Use/Disclose Protected Health Information

15.

All efforts, within reason, will be made to keep your protected health information (PHI) private. PHI is your health
information that is, or has been gathered or kept by Vanderbilt as a result of your healthcare. This includes data gathered
for research studies that can be traced back to you. Using or sharing (“disclosure”) such data must follow federal privacy
rules. By signing the consent for this study, you are agreeing (“authorization”) to the uses and likely sharing of your PHI. If
you decide to be in this research study, you are also agreeing to let the study team use and share your PHI as described
below.

As part of the study, Vanderbilt University Medical Center may share the results of your study and/or non-study linked as
well as parts of your medical record, to the groups named below. These groups may include people from the Federal
Government Office for Human Research Protections, the VUMC Institutional Review Board, Vanderbilt University, Federal
privacy rules may not apply to these groups; they have their own rules and codes to assure that all efforts, within reason,
will be made to keep your PHI private.

The sponsor and/or Vanderbilt may give or sell your health data, without identifiers, to others or use it for other research
projects not listed in this form. The sponsor, Vanderbilt, Dr. [PI] and their staff will comply with any and all laws regarding
privacy of such information. There are no plans to pay you for the use or transfer of this de-identified information.

The study results will be kept in your research record for at least six years after the study is finished. At thattime, the
research data that has not been put in your medical record will be kept for an unknown length of time. Any research data
that has been put into your medical record will be kept for an unknown length of time.

Unless told otherwise, your consent to use or share your PHI does not expire. If you change your mind, we ask that you
contact Dr. [PI] in writing and let [HIM/HER] know that you withdraw your consent. [HIS/HER] mailing address is
[ADDRESS]. At that time, we will stop getting any more data about you. But, the health data we stored before you
withdrew your consent may still be used for reporting and research quality.
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If you decide not to take part in this research study, it will not affect your treatment, payment or enroliment in any
health plans or affect your ability to get benefits. You will get a copy of this form after it is signed.

STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY
| have read this consent form and the research study has been explained to me verbally. All my questions
have been answered, and | freely and voluntarily choose to take part in this study.

Date Signature of patient/volunteer

Consent obtained by:

Date Signature

Printed Name and Title Time
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