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Key Information Section

What am I being asked to do?
You are being asked to take part in a research study. Research is different from
standard medical care, and is done to learn something new.

You are being asked to be in this study because because you are currently
admitted to the WR] VA inpatient mental health unit (*aud there are
some concerns about your possible risk of self-harm. Research studies include only
people who choose to take part. The study team members will explain the study to

you and will answer any questions you might have. You should take your time to
make your decision.

The purpose of this research is to evaluate a suicide prevention program called
Prevention of Suicide: Education, Awareness, Connection, and Engagement, or the
PEACE intervention. The PEACE intervention includes two parts that work
together to prevent suicide after hospital discharge: 1) a manual-based
intervention that is delivered by a study therapist regularly for three months after
discharge and promotes engagement in care, and 2) a mobile Health app, called
My3, which aims to improve social connectedness after hospital discharge. The
PEACE intervention is considered experimental for United States Veterans.

If you choose to be in this study, you will be assigned by chance (50/50, like a flip
of a coin) to receive our PEACE intervention along with your regular care OR to
receive regular care only. If you are assigned to receive our PEACE intervention,
the study therapist will call or meet you in person gight times to check on you and
help you stay connected to your treatment providers after you are discharged. You
will also complete four assessment visits throughout the study, for a total of twelve
visits. The study therapist will also set you up with the My3 app on your phone and
encourage you to use it. The My3 app is described in further detail under the
“What does this study involve” section of this form.
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The person in charge of the study is If you have questions,

suggestions, or concerns about this study or you want to withdraw from the study,
her contact information is

Detailed Information Section

This is a single-site study conducted at the WR] VA Medical Center. _
is the recipient of a VA Clinical Science Research and Development

(CSR&D) Career Development Award that is funding this study. We expect up to

160 people to be in this study.

What does this study involve?

If you decide to join this study, you would be in this research for up to six months
and participate in 4 or 12 study visits depending on which group you are assigned
to. If you decide to join this study, you will be assigined by chance (50/50, like a flip
of a coin) to one of the groups listed below.

Group A: PEACE intervention plus standard psychiatric hospital discharge
care

For this group of people, the study activities include, in addition to receivi
standard care provided to all Veterans at the time of discharge from
(please see the detailed description of standard discharge care listed for Group B):

* A brief educational visit with the study therapist about suicide
prevention, which is designed to address your unique situation. The
education visit lasts approximately one hour and will occur prior to your
discharge from Ground East.

e During the brief educational visit, the study therapist will help you set-up
the My3 app on your phone. Key facts about the My3 app are described
below:

o The app will be provided to you for free in this study.

o The app includes: 1) A Behavioral Health Coach; 2) A Support
Network; 3) Safety Plan; and 4) Educational Materials.

0 The study therapist will act as your Behavioral Health Coach and
teach you how to use the My3 app.

o In some cases, depending in your treatment stage or interest, you
might want to add an additional support person to your My3
network. If so, the study therapist will work with you to identify up
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to two potential support people (like a friend) to add to your
support network.

0 You do not need to add a support person on the My3 app if you do
not want to. In this case, the only person included in your support
network on the My3 app will be the study therapist.

¢ You will have a total of eight contact visits (the initial education visit as
well as seven follow-up visits at 2 days, 2 weeks, 1 month, 6 weeks, 2
months, 10 weeks, and 3 months after you are discharged) with the study
therapist. These visits can be done over the phone, in-person or using VA
Video Connect. You can choose which one works best for you. If you
choose to participate in any of the study visits over the phone or using VA
Video Connect, you should do so in a location where you feel safe and
comfortable. We advise against you participating in the visits while you
are driving a vehicle. Please note that while you have the choice to
complete your visit over the phone or video, none of the visits will be
recorded, even if they are in-person, over the phone, or via VA Video
Connect.

e At each of these follow-up study visits, you will be asked about how you
have been doing since you were discharged and given advice on ways to
feel better. These visits will last approximately 15-30 minutes.

e The principal investigator (ﬂ may participate as an observer in
one or more of your visits with the study therapist. _will be
observing the study therapist in order to provide the study therapist with
feedback on your visit.

e After your complete your final contact visit with the study therapist (visit
#8), the study therapist will remove her/himself from your My3 app.
However, you may continue to use the app if you wish.

* You will also complete all assessment visits outlined in Group B (including
baseline and 1 month, 3 months, and 6 months after discharge). You may
continue receiving standard psychiatric discharge care, as described
below in Group B.

Group B: Standard psychiatric hospital discharge care
For this group of people, the study activities include the standard care provided
to all Veterans at the time of discharge from _As part of standard
psychiatric hospital discharge care, your treatment team will work with you and
your outpatient providers to determine the best treatments for your particular
mental health condition. The treatment team may also ask you to complete a
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Publi information

A description of this clinical trial will be available on www.clinicaltrials.gov, as
required by U.S. Law. This Web site will not include information that can identify
you. At most, the Web site will include a summary of the results. You can search
this Web site at any time.

Health Information P ility and A ntability Act (HIPAA

There are rules to protect your private health information. Federal and state laws
and the Federal medical law, known as the HIPAA Privacy Rule, also protect your
privacy. By signing this form, you provide your permission called your
‘authorization,’ for the use and disclosure of information protected by the HIPAA
Privacy Rule.

The research team may also need to disclose your health information and the
information it collects to others as part of the study progress. Others may include:
e The VA Clinical Science Research & Development (CSR&D) Data Monitoring
Committee.
e The Veterans Institutional Review Board of Northern New England
(VINNE) and the Research & Development Committee at the Veterans
Affairs Medical Center at White River Junction, VT
» Central VA/VHA offices: Office of Research Oversight (ORO), the
Office of Research and Development (ORD), Office of Inspector
General, and Office of General Counsel (GAO)
¢ The Office of Human Research Protection in the U.S. Department of
Health and Human Services (OHRP)

You can revoke this HIPAA authorization, in writing, at any time.
authorization, you must write to the Release of Information Oﬁicem
—t this facility or you can ask a member of the research team to give
you a rorm to revoke the authorization. Your request will be valid when the
Release of Information Office receives it. If you revoke this authorization, you will
not be able to continue to participate in the study. This will not affect your rights
as a VHA patient to treatment or benefit outside of the study.

If you revoke this authorization“and her research team can continue to
use information about you that was collected before receipt of the revocation. The
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research team will not collect information about you after you revoke the
authorization.

Treatment, payment or enrollment/eligibility for benefits cannot be conditioned on
you signing this authorization. This authorization will expire at the end of the
research study unless revoked prior to that time.

Study contact information

If you are having a medical emergency, call 911 or go directly to an
emergency room.

For Questions About: Person or Office tion |
The Study or Research Main Investigator:

Related Injury during

normal business hours |
The Study or Research VA doctor on-call (ask t

Related Injury after hours | for the psychiatrist on-

call)
If you need to contact Veteran’s Institutional
someone other than the Review Board of extension |Gz
study personnel about a Northern New England | during normal
concern or your rights as a | (VINNE) business hours.

research participant

Your rights and responsibilities
I have read, or someone read to me, the information about this study in this

form. The researcher has explained the study to me and answered my questions.
I have been told about the possible risks, discomforts, and benefits of the study. I
have also been told about the other choices that are available to me instead of
being in this study.

If I decide to join this study, I am aware that I am expected to make reasonable
efforts to follow the instructions of the researcher and study staff. If I have any
health problems while in the study, I agree to report them right away to the
researcher.

I am also aware I do not have to join this study. If I decide not to be in the study
or change my mind decide to leave it after joining it, no penalty or loss of my VA
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