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Part 1 of 2: MASTER CONSENT

Name of participant: Age:

You are being invited to take part in a research study. This study is a multi-site study, meaning it will take place at
several differentlocations. Because this is a multi-site study this consent form includes two parts. Part 1 of this
consent form is the Master Consent and includes information that applies to all study sites. Part 2 of the consent form
is the Study Site Information and includes information specific to the study site where you are being asked to enroll.
Both parts together are the legal consent form and must be provided to you.

Key Information:
The first section of this document contains some key points that the research team thought you would find
important. The study is described in more detail after this section. If you do not understand something, please ask
someone.

Key information about this study:

The purpose of this study is to see if a family health history software tool (MeTree) is helpful in telling you and your
doctor(s) aboutrisks for future health conditions. The tool willask you informationaboutyou and yourimmediate family,
and the tool will give you a report with recommendations based on this information.

MeTree checks your risk for breast, colon, ovarian, and hereditary cancers (cancers that run in families), heart disease,
and several other conditions (see the full listin location on Appendix A). Based on yourrisk, MeTree gives information to
you and your doctors on how to improve your future health care and lower your risk for these conditions.

Detailed Information:
The rest of this document includes detailed information about this study (in addition to the information listed
above).

You are being asked to take partin this research study because you are:

Receiving medical care at Vanderbilt University Medical Center or Meharry Medical College

Age 18 years or older

Able to read and communicate in English

Willing to use the Internet

Current My Health at Vanderbilt (MHAV) user or willing to sign up and use (Vanderbilt requirement only)

You do not have to be inthis study. You may choose not to be inthis studyand it will notaffect your healthcare, services,
or otherrights. You can stop beingin this study at any time. We will tell you of any changesto risksin this study. If you
choose to be in the study, your medical record will contain a note about the research study and your risk information.
Anyone you allow to see your medical record will also get this information.
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Side effects and risks that you can expectif you take part in this study:

There are no physical risks associated with this study. There is, however, the potential risk of loss of confidentiality. All
efforts, withinreason, will be made to keep your research data private. Some of the questions we will ask you as part of
this study may make you feel uncomfortable. You may refuse to answer any of the questions, and you may take a break
at any time duringthe study. The recommendations from the report may cause concern or anxiety. Atany pointduring
the study, you have the opportunity to talk to study staff about your concerns. You may stop your participation in the
study at any time by contacting the study team at:

Vanderbilt University Medical Center: (615)343-4991 or forest team@vumc.org

Risks that are not known:
There may be additional risks of participating that are unknown at this time.

Good effects that might result from this study:

The benefits to science and humankind that might result from this study. If you agree to take partin this study, there may
be direct medical advantages to you. This may include information about your risk for breast, colon, ovarian, and
hereditary cancers and coronary heart disease and health behaviors (such as changes in physical activity or diet) and
screening suggestionsto loweryourrisk. You will receive a copy of your family health history pedigree and the results of
your risk assessment. We hope that in the future the information learned from this study will advantage other people
also.

Procedures to be followed:

You will read and digitally sign this consentformif you want to participate. Aftersigning, you will complete asurveyand
we will provide alink to access MeTree, the family health historyrisk tool. You will be asked to enteryour family health
history on the computer. The survey will ask forinformation about your diet, exercise, medical history, and family health
history.

A reportwith information about yourrisk and suggestions for ways to stay healthy will be created based on the
information entered intothe MeTree softwaretool. You can save this report to your computer. You may also ask to
have a copy be mailedtoyou. A reportwill be sentto your doctor as well.

Some participants may be referred to a providerto discuss theirresults. If yoursite has a Genetic Counselor, you may be
referredtoone. If yoursite does not have a Genetic Counselor, you may be referred to your Primary Care Provider. You
are notrequired to meetwith a GeneticCounselorto be a part of the study. Geneticcounseling, clinicvisits, and/or
testing will not be paid for by the study.

We may ask you to complete other surveys or interviews about your experience with the software, or if you made any
changes based on the information from the report.

We may ask some participants to check whether family members would like to be in the study. If they agree, we will
contact them directly to speak with them about the study. You and yourfamily members can always say no. Your family
will not be contacted without your permission.

Date of IRB Approval: 07/16/2024  Institutional Review Board

Date of Expiration: 06/13/2025 VANDERBILT


mailto:forest_team@vumc.org

INSTITUTIONAL REVIEW BOARD 3
INFORMED CONSENT DOCUMENT FOR RESEARCH
MASTER CONSENT

Study Title: FOREST (Family History and Cancer Risk Study)
Version Date: 07/16/2024

Reasons why the study doctor may take you out of this study:
You may choose to stop participatingatany time. Please letthe study team know if you would like to withdraw from the
study.

What will happenif you decide to stop beingin this study?
If you decide to stop being part of the study, you should tell your study doctor. Decidingto not be part of the study will
not change yourregularmedical care in any way.

Clinical Trials Registry:

A description of this clinical trial will be available on www.clinicaltrials.gov, asrequired by U.S. Law. This website will not
include information that canidentify you. At most, the website willinclude asummary of the results. You can search
this Web site at any time.

Privacy:
Anyinformation aboutyou may be made available to othersto use for research. To protectyour privacy, we will not
release yourname.

Study Results:

A reportwith information aboutyourrisk and suggestions for ways to stay healthy willbe created based onthe
information entered into the MeTree softwaretool. You can save thisreport to your computer. You may also ask to
have a copy be mailedtoyou. A reportwill be senttoyour doctor as well. The report will notbe shared with anyone
else.
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