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Informed Consent for Research 1

Study Title: Social Interventions for Support During Treatment for
Endometrial Cancer and Recurrence -- The SISTER Study

Version number, Date: 1.3, 01/12/2023

Part 2 of 2: STUDY SITE INFORMATION

Site Name: University of North Carolina — Chapel Hill
Site Principal Investigator: Victoria Bae-Jump, MD, PhD

Site Principal Investigator Contact: (919) 966-1195

Site Study Coordinator (if applicable): Luz A. Cuaboy, MS, CCRC

Site Study Coordinator Contact (if applicable): P: 919-966-4432 (Ask for SISTER
Coordinator)

Contact for questions about rights as a University of Washington Human Subjects
research participant: Division
(206) 543-0098

This is part 2 of the SISTER study consent form. It includes information that is specific to
the site where you are getting your cancer care. We will review both forms with you,
before you sign up for the 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
allow to receive your medical record will also get this information.

Similar to part 1 that you just reviewed, part 2 answers common questions about the
SISTER study. If you still have questions about the study after reviewing, let us know!

Who can | call if | am injured or harmed by study activities?
If you think you have been harmed as part of your participation in the study, contact the
Principal Investigator at the phone number provided on this consent form.

Who can | call if | have questions about study activities?

You have the right to ask, and have answered, any questions you may have about this
research. If you have questions about the study (including payments), complaints, concerns, or
if a research-related injury occurs, you should contact the researchers listed on this consent
form.

HIPAA Authorization

A “HIPAA authorization” is required by the “Health Insurance Portability and Accountability Act
of 1996” (known as “HIPAA”) in order for us to get information from your medical records or
health insurance records to use in this research study.

1. If you sign this HIPAA authorization form, you are giving your permission for the following
people or groups to give the researchers certain information about you (described below):

Any health care providers or health care professionals or health plans that have provided health
services, treatment, or payment for you such as physicians, clinics, hospitals, home health
agencies, diagnostics centers, laboratories, treatment or surgical centers, including but not
limited to the UNC Health Care System and its members and affiliates (collectively, “UNCHCS”),
health insurance plans, and government health agencies.
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2. If you sign this form, this is the health information about you that the people or groups listed in
#1 may give to the researchers to use in this research study:

Any information in your medical records that relates to your participation in this research. These
records might include information about mental health, drug or alcohol use, HIV/AIDS or other
communicable diseases, or genetic testing. Other information includes: treatment information,
unplanned cancer-related procedures, therapy related adverse events, and health history.

3. The HIPAA protections that apply to your medical records will not apply to your information
when it is in the research study records. Your information in the research study records may
also be shared with, used by or seen by collaborating researchers, the sponsor of the research
study, the sponsor’s representatives, and certain employees of the University of North Carolina
at Chapel Hill or other affiliated entities conducting the research, or government agencies (like
the FDA) if needed to oversee the research study. HIPAA rules do not usually apply to those
people or groups. If any of these people or groups reviews your research record, they may also
need to review portions of your original medical record relevant to the situation. The informed
consent document describes the procedures in this research study that will be used to protect
your personal information. You can also ask the researchers any questions about what they will
do with your personal information and how they will protect your personal information in this
research study.

If study participant payments are described in the consent form, payments may be paid through
a partner financial institution or its vendor. By participating in this Study, you authorize the
disclosure of limited protected health information to a financial institution or its vendor to
facilitate such payments or for tax reporting purposes.

4. If this research study creates medical information about you that will go into your medical
record, you may not be able to see the research study information in your medical record until
the entire research study is over.

5. If you want to participate in this research study, you must sign this HIPAA authorization form
to allow the people or groups listed in #1 on this form to give access to the information about
you that is listed in #2. If you do not want to sign this HIPAA authorization form, you cannot
participate in this research study. However, not signing the authorization form will not change
your right to treatment, payment, enrollment or eligibility for medical services outside of this
research study.

6. This HIPAA authorization will not stop unless you stop it in writing.

7. You have the right to stop this HIPAA authorization at any time. You must do that in writing.
You may give your written stop of this HIPAA authorization directly to Principal Investigator or
researcher or you may mail it to the department mailing address listed at the top of this form, or
you may give it to one of the researchers in this study and tell the researcher to send it to any
person or group the researcher has given a copy of this HIPAA authorization. Stopping this
HIPAA authorization will not stop information sharing that has already happened.
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8. You will be given a copy of this signed HIPAA 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.

STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY

I 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.

Signature of Research Participant Date

Printed Name of Research Participant

Signature of Research Team Member Obtaining Consent Date

Printed Name of Research Team Member Obtaining Consent

Signature of Witness (if applicable; e.g. literacy issues, visually Date
impaired, physically unable to sign)

Printed Name of Witness
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