RESEARCH CONSENT FORM
Version Date: Version 3, 5/18/16

\%2) Department of Veterans Affairs

Participant Name: Date:

Title of Study: Staying Positive with Arthritis: A Program to Improve Quality of Life

Principal Investigator: [Local Site Investigator] VA Facility: [Local Site]
Principal Investigator for Multisite Study: Leslie R.M. Hausmann, PhD

INTRODUCTION

You are being invited to take part in a research study that is being funded by the Depdrtment of
Veterans Affairs. Before you decide to take part, it is important for you to know w e
research is being done and what it will involve. This includes any potential risksgo s well
as any potential benefits you might receive.

Read the information below closely, and discuss it with family and frien Ask one
of the study staff if there is anything that is not clear or if you would like tails. Take your
time to decide. If you do decide to take part in this study, your signature nsent form

will show that you received all of the information below, and that
questions and concerns you had with a member of the study

BACKGROUND AND PURPOSE
Why is this study being done? Arthritis of the knee is
Existing arthritis treatments are not appropriate or
whether Veterans with arthritis benefit from a ne
positive. With this research we hope to learn
how to be positive will improve pain and ov
also hope to learn whether this new pro
Veterans with arthritis.

and disabling condition.
atients. This study tests
roach that is focused on staying
vioral program that teaches people
of Veterans with knee arthritis. We

s egially well for African American and white

Why are you being asked to participate? are being asked to participate in this research
study because you receive health care at [enter VA facility name] and have chronic and frequent
knee pain due to arthritis.

How many people will
the study. About half
from other particig@

cal Centers. As resources allow, up to approximately 240
initial target (up to 120 from each participating site, including [enter
rolled to support additional analyses.

Who is sponsoring the study? The study is sponsored by the Department of Veterans Affairs.
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DURATION OF THE RESEARCH

This research study will be conducted over the course of about 3 years. Your individual
participation in this study will include an initial survey, followed by completion of a ee
program, followed by telephone surveys 1, 3, and 6 months after the program e st
to finish, your participation will last approximately 7 to 8 months.

STUDY PROCEDURES
If you decide to take part in this study, this is what will happen:

Initial Survey: First, you will meet with a research staff member.
The survey will include questions about your pain, mood, functi

you would prefer not to answer. The survey will take appro
take place at [enter VA facility name(s)]. If possible, youWi
following this consent process.

and duration. The only difference betwe s is the specific activities they include.

i things such as keep track of important
day, think about ways you would like to change
your life circumstances, and think about your @arly memories. The other program will ask you to
do things such as express thapks to someone, reflect on positive moments, or be pro-active

your assigned program.
that may or may not hel
for a total of 6 weeks

little time completi
activities each da

s are designed to be brief, but you can spend as much or as
you want. You will be asked to record your completion of
rkbook.

During the @ ogram, a research staff member will call you once each week to check in

on you 1 answer any questions you have about the next week's activity. You are
free to yaguestions that you would prefer not to answer. Each telephone call will take
a minutes.
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Post-Program Follow-Up Surveys (1-Month, 3-Month, and 6-Month): At the end of the 6-
week program, you will begin a 6-month follow-up period. You may continue to use agétiviti
from your assigned program, or not, as you prefer. A research staff member will actgyou by

You are free to skip any questions that you would prefer not to answer. Ea
about 30 to 45 minutes.

Summary of Your Responsibilities If You Participate: If you decide to cipate in the
study, it is important that you fulfill the following responsibilities:

o Keep your study appointments. If you need to resc a tment, contact the
research staff to reschedule as soon as you know misS#he appointment.

o Fill out your workbook as instructed.
o Complete the surveys with research staff rugte
e Ask questions as you think of them.

e Tell the investigator or research s e your mind about staying in the study.

ch
o While participating in this res tudy, ot take part in any other research project

without approval from the investigat
POSSIBLE RISKS OR DISCOMFORTS

There are minimal medical rj Wthis study.
y feel'uncomfortable answering some of the questions asked

somé’of the activities. You do not have to answer any questions

nt’form. You should talk with your health care providers if you have any questions
ks of usual care.
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POTENTIAL BENEFITS
You may directly benefit from participating in this study. Research has shown that doiihg
activities to be positive can reduce pain and increase overall well-being for some ple
However, since we are testing new activity programs in this study, we cannot guar tha
you will benefit directly by participating in this study.

This study may also help others and society in general by adding to the scientific wledge
available about methods to reduce pain and increase well-being.

ALTERNATIVES TO PARTICIPATING IN THIS RESEARCH
You may choose not to participate in this study. If this is yourd W ay find information

about activities that reduce pain and/or improve well-being @ p books and the
CONFIDENTIALITY

internet.
Taking part in this study will involve collecting priv rmation about you. This information
will be protected in the following ways:

¢ Only project staff will have accesgfto elé€tronigfand paper data collected about you for
this study.

o Electronic data will be stored on comptter systems within a VA computing network that
is protected by a VA firewall. Access to electronic data will be restricted only to
authorized study p nhel through the use of VA login and password permissions.

o Paper files will b d ingfiling cabinets accessible only to approved project staff.

at could be used to identify you (such as your name, address, date of
[ored separately from any information that does not contain identifiers.

t the last 4 digits of your social security number for this study. This
3 necessary to process your payment and is recorded on your HIPAA

about this study will not identify you.
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The information collected for this study will be kept confidential. We will include information
about your study participation in your medical record. There are times when we might have to

Protections, the Government Accountability Office, the Office of the Inspector Ge
Office of Research Oversight, the VA Central IRB, our local Research and Dev

A description of this clinical trial will be available on http://www.ClinicalTgials.gov a
U.S. Law. This website will not include information that can identify you st, the website
will include a summary of the results. You can search this website at an

COSTS TO PARTICIPANTS AND PAYMENT

edures that are part
dications, you will still pay
of this study.

e?You will be responsible for
il make every effort to schedule
miss work. You will not be

covering the cost of transportation to and fro
your study appointments at times that do n

be compensated up to $110 for participating in the
key study events:

Payment Offered for Participation: You
study. Payments will be issued as you compl

W & Compensation
Initial Survey 8 We rogram 1-Month 3-Month 6-Month
Follow Up || Follow Up || Follow Up
Telephone || Telephone || Telephone
Survey Survey Survey
[ pts can be in the form of cash, mailed checks, or direct deposit, per local payment
po articipating sites. Sites can edit the following suggested language as needed to
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Payments will be delivered in the form of cash, checks delivered to you by mail, or direct
deposits into your bank account. Cash payments will be made using payment vouchers that can
be taken to an agent cashier. For payments made by check or direct deposit, study
[Enter VA facility name] will submit forms to initiate payments after the completion study
event. Payments will then be processed and disbursed by the national VA Austi
Services Center. Due to requirements in how participant payments are mad
payments will result in you receiving an Internal Revenue Service Form 10
the use of your SSN.

Checks that are mailed will take about 4 weeks to arrive. Direct deposits ake’about 2
weeks to be posted to your account.

MEDICAL TREATMENT AND COMPENSATION FOR IN
Every reasonable safety measure will be used to protec
result of taking part in this study, the VA will provide ne
you unless the injury was due to your not followin

-being. If you are injured as a
edical treatment at no cost to
dures.

If you experience any iliness, injury or other
study, please call [insert LSI or designatedloc
number] during business hours.

that you feel may be related to this
t person] at [insert daytime phone

If you experience a medical emergency, pl
service, or go to your local emergency room.

Ws and you do not release the VA from any liability by
PARTICIPATION I
Itis up to you to d ther or not to take part in this study. If you decide to take part, you
may still withdraw aja e. To withdraw from the study, tell the Principal Investigator or a
study team at4g/ou no longer wish to participate.

If you & be in this study or choose to leave the study early, you will not lose any
benefits éhmyou are entitled. If you don’t take part, you can still receive all usual care that

ou. Your decision not to take part will not affect the relationship you have with
or other staff, and it will not affect the usual care that you receive as a patient.

e call 911, contact your local emergency medical

You do not give up any of
signing this form.

If you choose not to complete the 6-week program portion of the study, we will ask if you are still
willing to be contacted to complete all follow up surveys. There will be no penalty to you if you
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decide not to complete these surveys. If you choose to leave the study entirely, data already
collected about you may continue to be reviewed for the study, but no further information will be

collected.

RIGHT OF INVESTIGATOR TO TERMINATE PARTICIPATION
The investigator(s) may stop your participation in this study without your consént for reas
such as it will be in your best interest, you do not follow the study plan, or y8u eXperience’a

study-related injury.

PERSONS TO CONTACT ABOUT THIS STUDY
If you have general questions, concerns, or complaints about thi
[insert name of local contact person], [insert role on stud

call the VA Central IRB toll free at 1-877-2

concerns about the study or if you would like

N2
O
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AGREEMENT TO PARTICIPATE IN THE RESEARCH STUDY

A member of the research team has explained the research study to you. You have been told
of the risks or discomforts and possible benefits of the study. You have been told th
choices of treatment available to you. You have been given the chance to ask ' an
obtain answers.

By signing this document below, you voluntarily consent to participate in,this study®§You also
confirm that you have read this consent, or it has been read to you. Yo eive a copy of
this consent after you sign it. [INCLUDE THE FOLLOWING ONLY IF A E AT YOUR
SITE: A copy of this signed consent will also be put in your med%lr%
| agree to participate in this research study as has been exp ‘@ n this'"document.
Participant's Name Participant’ atlre Date
Name of person obtaining consent  Signature of pérson obtaining consent Date
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