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The followingis given to you to tell you about this research study. Please read this form with care and ask any
questions you may have about this study. Your questions will be answered. Also, you will be given a copy of
this consent form.

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:

Imaging will be exploratory and be used intraoperatively. There have been no discovered risks associated with
the device to be usedin this study, and none are anticipated given the diagnosticand non-invasive, ‘exvivo’
nature of device use. Of note, the surgical resection will proceed as per standard of care and will not be affected
by the research protocol.

Potential Benefit: Imagingintra-operatively will ensure surgeons to identify at risk resection margins.
Time Commitment: There are no additional visits that will be asked of you to partake in this study.
Drug is FDA approved and Exposure to Radiation is minimal.

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

You are beingasked to take part in this research study because your doctor is planning to have a Standard of
Care surgical procedure toremove your cancer.

You do not have to be inthis research study. You may choose not to be in this study and get othertreatments
without changing your healthcare, services, orotherrights. You can stop beinginthisstudyat anytime. If we
learn something new that may affect the risks or benefits of this study, you willbe told so that you can decide
whetherornot youstill wantto be in this study. Your medical record will contain a note sayingyouare ina
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research study and may contain some research information about you. Anyone you authorizeto receive your
medical record will also get thisinformation.

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

We do not expectanyside effects from the F-FDG as this is used for Standard of Care procedures and is
already FDA-approved and you would receive 20% or 1/5 of the normal dose as you would forany Standard of
Care scan.

We do not expectany side effects fromthe ®F-FDGas thisis used for Standard of Care procedures, isalready
FDA-approved, and you would receive 20% or 1/5 of the normal dose as you would forany Standard of Care
scan.

There are norisks for you as the participant with this device asitis utilized asaspecimen scannerandnotas a
full body scanner. Therefore, once yourtumor or cancer specimenis removed peryour planned Standard of
Care surgery, ourresearchers will image withoutimpacting or delaying the planned surgery.

Radiation Risks:

You are agreeingto participate inaresearch project that involves the use of imaging procedures that expose you
to radiation. This section willdiscuss the risks associated with the imaging procedures that are forresearch only.
Your doctors may order additional imaging procedures as part of your normal patient care thatalso expose you
to radiation. Those normal imaging procedures are notincluded inthe risk discussion below. Please discuss
those procedures and radiation risks with your doctors.

As part of thisresearch study, you may be asked to participate in a specialized procedure that uses aspecialized
Positron Emission Tomography-CT (PET-CT) unittoimage tumorsamples that have been removed from your
body. You will be injected with aradioactive substance that willbe absorbed in the tumor(s) priorto removal.
This procedure will expose you to radiation. The amount of radiation that you could receive from this procedure
isapproximately 10%, or about one tenth of the amountallowed annually for persons who are exposed to
radiation as part of theirwork. Additionally, to protect yourbladderfrom the effects of the injected radioactive
substance, you should drink plenty of fluids and empty your bladder every two hours for at least the first six
hours afteryou have completed the procedure. If you are unable todrink fluids aftersurgery, you will be on
maintenance IV fluids after surgery perstandard of care which will help you empty yourbladder.
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Other Risks:

Onerisk of giving samples forthis research may be the release of your name that could link you to the stored
samplesand/orthe results of the tests run on your samples. This may cause problems with insurance or getting
a job; however, ourresearch team will prevent this by coding or de-identifying your samples.

Only the limited study staff will know the code. The name that belongsto your code will be keptin alockedfile
orin a computerwith a password. Only Dr. Michael Topf and his delegated team members will have access to
your name.

Good effects that might result from this study:

The goal of cancer surgery is always to remove as much of or all of the tumor as possible. The Aura 10 scanner
will scan the removed tissues forclear edges/negative margins. This means that the tumor has not grown
beyond the surgical border. Itisimportantthe surgeon knows this while a patientisstill inthe operatingroom,
soif need be, borders can be extended until no more tumorisfound. Having clear edges or negative margins has
importantimplications for patients, such as: potential for decrease in adjuvant therapy, decreased cost,
improved quality of life, and mostimportantly improved overall survival.

Research Study Proceduresto be followed:

Screening Day of Surgery
(<30 days (Day 0)
Surgery)
Informed Consent X
Medical History X
Vital Signs X X
Heightand Weight X
Performance Status X X
Glucose Status X
Pregnancy Test (ifapplicable) X
8F-FDG Tracer Injection X
Tumor Imaging X
Adverse Events X
Concomitant Medications X X
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Payments for your time spent taking part in this study or expenses:
You will not receive any compensation for taking partin this study.

Costs to you if you take part in this study:

You have the right to ask what it may cost you to take part inthis study. If you would like assistance, financial
counselingis available through the Vanderbilt Financial Assistance Program. The study staff can help you
contact this program. You have the right to contact yourinsurance company to discuss the costs of yourroutine
care (non-research)furtherbefore choosingto beinthe study. You may choose notto bein this studyif your
insurance does not pay for your routine care (non-research) costs and your doctor will discuss othertreatment
plans withyou.

If you agree to take part in this research study, you and/oryourinsurance will not have to pay forthe tests and
treatmentsthatare beingdone only forresearch. However, you are still responsible for payi ng for the usual
care youwould normally receiveforthe treatment of yourillness. Thisincludes treatments and tests you would
needevenifyouwere notin this study. These costs will be billed to you and/oryourinsurance.

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

Ifitis determined by Vanderbilt and the Investigator that an injury occurred, then you and/oryourinsurance
may be billed forthe cost of medical care provided at Vanderbilt to treat the injury. Youwill be respo nsible for
any copayments or deductibles associated with the treatment of thatinjury.

There are no plansfor Vanderbilt to pay forthe costs of any additional care. There are no plansforVanderbiltto
give youmoney forthe injury.

Who to 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 being a part of
this study, please feelfree to contact the Research Coordinator, orthe Principal Investigator, Dr. Michael Topf,
at 615-936-9372.

If you cannot reach the research staff, please page the study doctor by calling 615-322-5000 and ask the
operatorto page him.

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

A description of this clinical trial will be available on www.clinicaltrials.gov, as required by U.S. Law. This website
will notinclude information that can identify you. At most, the website will include asummary of the results.
You can search this Web site at any time.

Confidentiality:

The results of thisresearch study may be presented at scientificor medical meetings or published in scientific
journals. Youridentity and/oryour personal health information will not be disclosed except as authorized by you
or as required by law. However, there is always some risk that even de identified information might be re
identified.

Privacy:

Tissue Storage for Future Research

Research using human specimensisanimportant way totry to understand human disease. You have been given
thisinformation because the investigators will save your specimens for future research if they are available from
your standard of care and as a standard procedure forthe Head and Neck Biorepository. There are several
things we would like you to be informed.

Your specimens and any data collected as part of this study will be stored inthe Head and Neck Tissue
Repository (IRB#030062) at Vanderbilt University Medical Center (VUMC). Samples will be labeled with astudy
ID code numberthat does not personally identify you. The key linking the study ID code with your personal
information will not be shared with researchers. Your samples may be sent outside of VUMCfor research and
analysis. Yourde-identified data will be shared with the Sponsor/Collaborator, XEOS.

Your samples may be used to make new products or tests. These may have value and may be developed and
owned by the study staff, Vanderbilt University, Vanderbilt University Medical Center, and/or others. If this
happens, there are no plans to provide money toyou. Atany time, you may ask to have yoursample destroyed.
You should contact Dr. Michael Topf at 615-936-9372 or the research coordinator to have your sample
destroyed and nolongerused forresearch. We will not be able to destroy research datathat has already been
gathered usingyoursample. Also, if youridentity was removed from the samples, we willnot be able to locate
and destroy them.

Identifiers will be removed fromidentifiable private information and/oridentifiable specimens, and, aftersuch
removal, the information and/orspecimens could be used forfuture research studies or distributed to another
investigator forfuture research studies without additionalinformed consent from you.
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Authorization to 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 Center and
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
fromthe procedures describedin this consentform, as well asinformation from your medical record (which
may include information such as HIV status, drug, alcohol or STD treatment, genetictest results, or mental
healthtreatment).

Who will see, use or share the information?

The people who may request, receive or use your private healthinformation include the researchers and their
staff. Additionally, we may share yourinformation with other peopleat Vanderbilt, forexample if needed for
your clinical care or study oversight. Bysigningthisform, you give permissiontothe researchteamtoshare
your information with others outside of Vanderbilt University Medical Center. This mayinclude the sponsorof
the study and its agents or contractors, outside providers, study safety monitors, government agencies, other
sitesinthe study, data managers, insurance providers and otheragents and contractors used by the study
team. We try to make sure that everyone who sees yourinformation keeps it confidential, but we cannot
guarantee thatyour information will not be shared with others. If yourinformationis disclosed by yourhealth
care providersorthe 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 yourinformation may be used forsimilar orrelated future research studies.

What if you change your mind?

You may change your mind and cancel this Authorizationatany time. If you cancel, you must contact the Principal
Investigator in writing to let them know by using the contact information provided in this consent form. Your
cancellation willnot affectinformationalreadycollectedin the study, orinformationthat has already been shared
with others before you cancelled your authorization.
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If you decide not to take part in thisresearch study, it will not affect your treatment, payment or enrolime nt
in any health plans or affect your ability to get benefits. You will geta copy of this form afterit is signed.

STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY

| 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.

Date Signature of patient/volunteer

Consent obtained by:

Date Signature

Printed Name and Title
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