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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 youmay have about this study. Your questions will be answered. Also, you will be
givena 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:

Instructions:

Radioactive iodine therapy forthyroid carcinoma has been associated with nasolacrimal duct
obstruction (blocked tear duct). There are currently no interventions to decrease the risk of developing
radioactive iodineassociated nasolacrimal duct obstruction. This study aims toidentify a potential
preventative measurefor decreasing the incidence of developing nasolacrimal duct obstruction after
radioactive iodinetherapy through the use of artificialtears. The theoryis that the artificial tears will
dilute the amount of radioactive iodine in the tears of the eyes, thus decreasing uptake by the cells lining
the nasolacrimal duct system. The study involves administration of preservative -free artificialtears to
the right eye without administration of artificial tears into the left eye forfour days afteradministration
of radioactive iodine therapy.

The participant may benefitfromthe study by decreasing the risk of developing nasolacrimal duct
obstructioninthe study eye receiving artificial tears.

The study requiresthatthe patient receive routineradioactive iodine therapy and attend hisor her
routine 1 week post-radioactiveiodine follow-up with routineimaging and collection of the stored
contact lenses formeasurement of radioactive iodine levels. Patients willalso be expected to attend an
ophthalmology clinicevery 8 months for two yearsto assess for nasolacrimal duct obstruction.
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Restrictions on daily activities include cessation of any other eye drops outside the designated artificial
tear schedule of this study. If youwearbiweekly or monthly soft contacts, you must practice early
cessation of each contact lens so that the lensesfrom each day can be collected in asterile containerfor
analysis. We will reimburse you for each of the contact lenses you dispose of priorthe original intended
cessation date. Forexample, if you wear monthly soft contacts on both eyes, we will reimburseyou for
the cost of 8 monthly soft contacts (4 days worth of bilateral contacts). There are no other costs to you
for taking part in this study.

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

You are beingasked to take part in this research study because you are receiving radioactive iodine
therapy forthyroid carcinomaand wear bilateral soft contact lenses.

You do not have to be in thisresearch study. You may choose not to be in this study and get other
treatments without changing your healthcare, services, orotherrights. You can stop beingin this study
at any time. If we learnsomething new that may affect the risks or benefits of this study, you will be
told so that you can decide whetherornotyoustill wantto be in thisstudy. Your medical record will
containa note sayingyouare in a research study and may contain some research information about
you. Anyone you authorize toreceive your medical record will also get this information.

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

All side effects and risks associated with artificial tears are rare ; allergicreaction, including but not
limited toskinrash, itching or hives, swelling of the face, lips, ortongue, blurry vision, change in vision,
minimal risktothe cornea, watery eyes, eye redness, eye itching, eyeirritation, or pain.

Risks that are not known:
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None. Preservative-freeartificial tears are FDA-approved eye drops used forthe treatment of dry eyes
and can be obtained overthe counter.

Good effects that might result from this study:
The results of the study may provide possible a possibleintervention for reducing the risk of developing
radioactive iodine associated nasolacrimal duct stenosis.

Proceduresto be followed:

You will be instructed to administer artificial tearsinto the right eye onlyin the following schedule: Day
1 (day of radioactive iodine therapy): every 15 minutes for 2 hours, then every 30 minutesforat least 4
hours or until bedtimeat night

Day 2: once every 1 hour for 12 hours

Day 3: fourtimes

Day 4: twotimes

You must be wearing bilateral soft contact lenses at the time of radioactive iodine administration and for
at least 12 hours a day. Contacts must be worn during artificial tearadministration.

Bedtime: remove RIGHT contact first, place in RIGHT lens case. Rinse your hands, pat dry. Then remove
left contact, place in LEFT lens case.

Store contacts in different lens case every night before going to sleep. Put a whole vial of GenTeal
artificial tears to cover the contact lens in the case. One vial of tears for the right, and one vial of tears for
the left.

Day of Imaging (about 1 week after radioactive iodine): Bring the FOUR lens cases to the appointment
so we can collect your contacts

Ophthalmology Appointments:

15t appointment: priorto radioactive iodine therapy

2" appointment: 8 months aftertherapy to assess for nasolacrimal duct obstruction
3 appointment: 16 months aftertherapy to assess for nasolacrimal duct obstruction
4™ appointment: 24 months aftertherapy to assess for nasolacrimal duct obstruction
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Payments for your time spenttaking part in this study or expenses:

One time $50 gift-card, given atthe Nuclear Medicine follow-up appointment about 7 days from
radioactive iodinetherapy.

Financial reimbursementto replace contact lenses if patient does not wear daily soft contact lenses
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 responsible for paying
for the usual care youwould normally receive for the treatment of yourillness. Thisincludes treatments
and testsyouwould need evenif youwere notinthis study. These costs will be billed toyouand/or
your insurance.

You have the right to ask what it may cost you to take part in thisstudy. 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 discuss the
costs of your routine care (non-research) further before choosing to be in the study. You may choose not
to bein thisstudyif yourinsurance does not pay foryour 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 Investigatorthatan injury occurred as a direct result of the tests
or treatments thatare done forresearch, then you and/oryour insurance will not have to pay for the
cost ofimmediate medical care provided atVanderbilt 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 plansforVanderbiltto
give youmoneyfortheinjury.

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 hurtby beinga

part of this study, please feel free to contact | N o.rins workinghoursor my
Faculty Attending Ophthalmologist | ¢uringworkinghours. Ifyou

cannot reach the research staff, please page the ophthalmology department at|j NN
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For additional information about giving consent oryourrights as a personin this study, to discuss
problems, concerns, and questions, orto offerinput, please feelfree 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:
Your study doctor may take you out of this study if stayinginthe study would be harmful toyou or if you
fail to follow instructions.

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

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 notincludeinformation that can identify you. At most, the website will include asummary
of the results. You can search this Web site at any time.

Confidentiality:

Data will be de-identified without any personalinformation that could connectyou to the data. All data
and contact lens specimens willbe storedin asecure location, which only the study personnel will have
access to.

This study may have some support fromthe National Institutes of Health (NIH). If so, yourstudy
informationis protected by a Certificate of Confidentiality. This Certificate allows us, in some cases, to
refuse to give outyour information evenif requested usinglegal means.

It does not protect information that we have to report by law, such as child abuse or some infectious
diseases. The Certificate does not prevent us from disclosing yourinformation if we learn of possible
harm to yourself orothers, orif you need medical help.

Disclosures thatyou consenttoin thisdocumentare not protected. Thisincludes putting research data
inthe medical record or sharing research data for this study or future research. Disclosures that you
make yourself are also not protected.
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Privacy:

Any samplesandinformation about you may be made available to othersto use for research. To protect
your privacy, we will notreleaseyourname. Youwill notreceive any benefitas aresult of the tests done
on your samples. These tests may help us or other researchers learn more about the causes, risks,
treatments, orhow to prevent thisand other health problems.

Study Results:
Results of the study will be shared with the participants of the trial by telephone or during a clinic visit.

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 yourinformationthatthe study team believesit needs to conduct the study. Your private
information may include things learned from the procedures described in this consent form, aswell as
information from your medical record (which mayincludeinformation such as HIV status, drug, alcohol
or STD treatment, genetictestresults, or mental health treatment).

Who will see, use or share the information?

The people who may request, receive or use your private healthinformation include the researchers and
theirstaff. Additionally, we may share yourinformation with other peopleat Vanderbilt, forexample if
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. Thismayinclude the sponsorof the study and its agents or contractors, outside providers, study
safety monitors, government agencies, othersitesin the study, data managers and otheragents and
contractors used by the study team. We try to make sure that everyone who sees your information
keepsitconfidential, but we cannot guarantee that yourinformation will not be shared with others. If
your informationis disclosed by your health care providers or the research team to others, federal and
state confidentiality laws may no longer protectit.
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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 writing to let them know by using the contactinformation provided inthis consent
form. Your cancellation willnot affectinformation alreadycollected in the study, orinformation that has
already been shared with others beforeyou cancelled yourauthorization.

If you decide not to take part in thisresearch study, it will not affect your treatment, payment or
enrolimentin any health plans or affect your ability to get benefits. You will geta copy of this form
afteritis signed.

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.

Date Signature of patient/volunteer

Consent obtained by:
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Date Signhature

Printed Name and Title

Time:
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