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Name of participant: Age:

The followingis givento you to tell you about this research study. Please read this form with care and
ask any questionsyou may have about this study. Your questionswill be answered. Also, you will be
givena copy of thisconsentform.

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:
You are being asked to take part in this research study because you are beingtreated for sarcoma,
including having surgery.

The purpose of this study is to learn more about pain control regimensgivento sarcomapatients
before, during, and after their surgery. This studywill last fromthe time you are diagnoseduntil 3
months afteryour surgery, or approximately 6 months. During this study, you will receive a pain
managementregimen prescribed by your surgeon.

We will give you pain/mental health/functional outcome questionnaires to fill out at the time of your
preoperative visit, during your hospital stay, and at the time of your postoperative visits. These
questionnaires will be made availableto you electronically viaa link sent by email. Your physician will
also fill out an assessment of your status called the MSTS Extremity Functional Outcome Score at the
time of your initial clinicvisit, day of discharge, and 3week and 3 month post-operativevisits.

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

You are beingaskedto take part in this research study because you are beingtreated forsarcoma,
including having surgery.

You do not have to be in this research study. You may choose not to bein this study and get other
treatments without changing your healthcare, services, or other rights. You can stop beingin this study
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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 whetherornotyoustill wantto be in this study. Your medical record will
contain a note sayingyou 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.

Side effects and risks that you can expectif you take part in this study:

All of the pain medications you will be taking as part of yourtreatment are standard of care. The only
possible risk of study participation is a potential loss of privacy, and all relevant rules and regulations will
be followed to protect the confidentiality of yourinformation. Thisis described belowin the sections
about Confidentiality and Privacy.

Good effects that might result from this study:

The benefits to science and humankind that might result from this study are a better understanding of
how different pain management plans affect sarcoma patients, which will allow us learn more about
how bestto treat patients like you forthe pain associated with theirsarcomatreatment.

Proceduresto be followed:

You will be giventhe opportunity to enrollin this clinicaltrial during your first clinicvisit. We will use
four questionnaires to measure your pain and function. These will be given to you during the course of
your treatmentand afteryour operation. During your hospitalization, a pain management plan specific
to you will be planned by your doctor. The pain management anesthesiateam will be officially consulted
throughout your hospital stay and managing your pain medications. After discharge, youwillbe seen at
2-3 weeks aftersurgery forwound check, and then again at 3 months aftersurgery. This will serve as
final follow up for the purposes of this study. All pain management medications are standard of care and
not experimental in themselves. The only research related activity you are participatingin during this
studyis the completion of the questionnaires.

Payments for your time spent taking part in this study or expenses:
There are no payments to participants fortaking part in this study.

Costs to you if you take part in this study:

If you agree to take part in this research study, you and/oryourinsurance will not have to pay forthe
testsand treatmentsthatare being done only for research. However, you are still responsiblefor
payingforthe usual care you would normally receive forthe treatment of yourillness. Thisincludes
treatments and tests you would need evenif you werenotin this study. These costs will be billed to you
and/oryourinsurance.

You have the rightto ask what it may cost you to take part in this study. If you would like assistance,

financial counselingis availablethrough the Vanderbilt Financial Assistance Program. The study staff
can help you contact this program. You have the right to contact yourinsurance company to discussthe
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costs of your routine care (non-research) further before choosingto be inthe study. You may choose not
to beinthisstudyif yourinsurance does not pay for your routine care (non-research) costs and your doctor
will discuss othertreatment plans with you.

Payment in case you are injured because of this research study:

Ifitis determined by Vanderbilt and the Investigator thatan injury occurred as a direct result of the
tests or treatmentsthatare done forresearch, then you and/oryour 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 forany injury caused by the usual care you would normally
receive fortreatingyourillness orthe costs of any additional care. There are no plans for Vanderbiltto
give you money fortheinjury.

Whoto call for any questions or in case you are injured:
If you should have any questions about this research study orif you feel you have been hurt by beinga

part of this study, please feel free to contact Research Coordinator || NG ' Vou

cannot reach the research staff, please call the office of the lead primary investigator ||| | I

For additional information about giving consent oryourrights as a personin this study, to discuss
problems, concerns, and questions, orto offerinput, pleasefeelfree to call the VUMC Institutional
Review Board Office at (615) 322-2918 or toll free at (866) 224-8273.

Reasons why the study doctor may take you out of this study:
If study personnel are unableto contact you after multiple attempts, you willbe considered lost to
follow-up.

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. Deciding to not be part
of the study will not change yourregular medical care in any way.

Confidentiality:

Confidentiality will be assured by entering patientinformation directly into a secure database called
REDCap. Vanderbilt REDCapis a secure program for building and managing online data collection. Only
key study personnel will have access to the REDCap database. When the dataare used for research, no
patientidentifying healthinformation including date of birth, specificdates, name or medical record
numberwill be included. Study ID numbers will be assigned to each patient to protect theiridentity.

Privacy:

Anysamplesandinformation about you may be made available to othersto use for research. To protect
your privacy, we will notreleaseyourname. You will notreceive any benefitas a result of the tests done
on yoursamples. These tests may help us orother researcherslearn more about the causes, risks,
treatments, orhow to preventthisand otherhealth problems.
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Study Results:

Afterstudy completion, a one-page summary sheet of your questionnaire scores willbe givento you at
your follow up visit, if you would like. To ensure the scientific quality of the research study, you will not
be able to review your research data until after the research study is finished.

Authorizationto Use/Disclose Protected Health Information

What informationis being collected, used, or shared?

To do thisresearch, we will need to collect, use, and share your private health information. By signing
this document, you agree that your health care providers (including both Vanderbilt University Medical
Centerand others) may release your private health information to us, and that we may use any and all
of yourinformation that the study team believes it needs to conduct the study. Your private
information may include things learned from the procedures described in this consentform, as well as
information from your medical record (which mayincludeinformation such as HIV status, drug, alcohol
or STD treatment, genetictestresults, ormental health treatment).

Who will see, use or share the information?

The people who may request, receive or use your private healthinformation include the researchersand
theirstaff. Additionally, we may share yourinformation with other people at Vanderbilt, forexampleif
needed foryourclinical care or study oversight. By signingthisform, you give permission to the
research teamto share your information with others outside of Vanderbilt University Medical

Center. This may include the sponsor of the study and its agents or contractors, outside providers, study
safety monitors, government agencies, othersitesinthe study, data managers and otheragents and
contractors used by the study team. We try to make sure that everyone who seesyourinformation
keepsitconfidential, but we cannot guarantee that yourinformation will not be shared with others. If
your informationis disclosed by your health care providers orthe research teamto others, federal and
state confidentiality laws may no longer protectit.

Do you have to sign this Authorization?
You do not have to sign this Authorization, butif you do not, you may not join the study.

How long will your information be used or shared?
Your Authorization forthe collection, use, and sharing of yourinformation does not expire. Additionally,
you agree that your information may be used forsimilarorrelated future research studies.

What if you change your mind?

You may change your mind and cancel this Authorization atany time. If you cancel, you must contact
the Principal Investigatorin writingto let them know by using the contactinformation provided in this
consentform. Your cancellation will not affectinformation already collected in the study, or
information that has already been shared with others beforeyou cancelled yourauthorization.
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If you decide not to take part in this research study, it will not affect your treatment, payment or
enrolimentinany health plans or affect your ability to get benefits. You will get a copy of this form
afteritis signed.

STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY

I have read this consentform 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
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