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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:

Thisresearch study is investigating cough, voice, and swallow function in healthy adults and individuals
with Alzheimer’s Disease (AD) between the ages of 60-100. Previous studies suggest that voice and
swallow function change with aging, but the exact timing of when these changes occur, how they
progress, and whetherthese changeslead to problems with voice and swallowing remains unknown.
Additionally, swallowing and voice problems are known to occur inindividuals with AD, but the exact
prevalence, the timing of when these changes occur, how they progress, and risk factors for developing
these problemsis unknown. This study will involve one in-person research evaluation to ourlab that will
last approximately 1-1.5hours and will consist of ascreening, cough testing, swallowfunction testing,
voice function testing, assessments of grip and tongue strength, and completion of questionnaires.
Individuals who participate in this study will also be asked to complete the same questionnaires online
one year and two years aftertheirresearch visit. A potential benefit of participatingin thisresearch
study includes receiving information about your cough, voice, and swallow function. This study also has
the potential to lead to better screeningtools and treatments for older healthy adults and individuals
with AD at risk of developing dysphonia (voice problems) or dysphagia (swallowing problems). Risks of
participatingin this study include dizziness/lightheadedness, fatigue, muscle soreness, boredom,
fainting, spasm of yourvocal cords, nosebleed, gagging, vomiting, food/liquids entering the lungs, and
loss of confidentiality.

Detailed Information:
The rest of this documentincludes detailed information about this study (in addition to the
information listed above).
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You are beingasked to take part in this research study because you are eitherahealthy community
dwellingadult between 60-100 years old or an individual with AD between 60-100 years old. You do not
have to be in thisresearch study. You may choose notto be in this study and get othertreatments
without changing your healthcare, services, orotherrights. You can stop beingin this study at any time.
If we learn something new that may affect the risks or benefits of this study, you will be told so thatyou
can decide whetherornotyoustill wantto be in this study.

Side effects and risks that you can expectif you take part in this study:
Thisresearch study will involve cough testing, swallow function testing, voice function testing, grip
strength and tongue strength testing, and completion of questionnaires. Possible side effects and risks
of study proceduresand treatmentsinclude:
e Dizziness/lightheadedness
e Fatigue
e Musclesoreness
e Boredom
e Discomfort of wearingnose clips
e Fainting
Spasm of yourvocal cords
e Nosebleed
Gagging
e Vomiting
e Food/liquids goingintothe lungs
e Anxiety

Good effects that might result from this study:

The benefits to science and humankind that might result from this study:

This research study will provide data about cough, voice, and swallow function in healthy adults and
individuals with AD between the ages of 60-100 yearsold. It has the potential to provide insightinto the
prevalence, progression, and risk factors for voice and swallowing impairments in elderly adults and
individuals with AD to assist in developing accurate screening tools and effective, preventative
interventions.

Proceduresto be followed:
This study will consist of one researchvisitto our lab that will involve cough testing, swallow function
testing, voice function testing, grip strength and tongue strength testing, and the completion of some
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guestionnaires which willtake approximately 1-1.5 hours. The swallow function test will involve the
insertion of asmall camerathrough the nose and into the throatarea, and voice function testing will
involve the insertion of acamerainto your mouth to view yourvocal cords over the back of your tongue.
Individuals who participate in this study will also be asked to complete the same questionnaires online
oneyearand two years aftertheirin-person research visit.

Payments for your time spent taking part in this study or expenses:
You will be compensated with a S50 U.S. Bank debit card after completion of yourin-person research
evaluation.

You are not allowed toacceptany money fortaking part in this study if you are not eligible to receive
money froma U.S. person or company or the U.S. government because of U.S. national security
and/orforeign policy laws. You can still take partinthe study however, youwillnotbe paidifyouare a
resident of acountry restricted by the U.S. government’s comprehensive territorial sanctions orif you
are listed onthe U.S. Treasury Department’s Office of Foreign Assets Control’s Specially Designated
Nationals (SDN) list of prohibited individuals. You do not have to say why you choose notto be paid.

Costs to you if you take part in this study:

Thereis no cost to you for taking part in this study.

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 treatments thatare done forresearch, thenyou 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 plansfor 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 forVanderbiltto
give youmoney forthe injury.

Whoto call for any questions or in case you are injured:

If you should have any questions about this research study orif youfeel you have been hurtbybeinga
part of thisstudy, please feel freeto contact Cara Donohue, Ph.D. CCC-SLP at 615-932-4709, or email
Emily Kimball, Ph.D. CCC-SLP at voice.lab@vumc.org.

For additional information about giving consent oryourrights as a personinthis 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.
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Reasons why the research investigator may take you out of this study:
Individuals may be withdrawn from the research study by the Principal Investigatorif they experience
adverse side effects thatare believed to be associated with the procedures being used in this study.

Additionally, all endoscopicvideos from the swallowing and voice evaluation components of your
research visitwill be reviewed by a board-certified Otolaryngologist on our team for incidental findings.
If any concerningfindings are identified, you will be notified of recommended next steps via phone/e-
mail.

If the Principal Investigator determines withdrawal from the study is necessary, they will contact youvia
phone/e-mail.

What will happenif you decide to stop beingin this study?

If you decide to stop being part of the study, you should tell the Principal Investigator (Cara Donohue,
Ph.D., CCC-SLP). Deciding not to be part of the study will notchange yourregular medical care inany
way.

Clinical Trials Registry:

A description of this clinical trial will be available on www.clinicaltrials.gov (NCT06328374), as required
by U.S. Law. Thiswebsite 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 collection willoccurin a private room with the Principal Investigator ora trained research
assistant. Youwill be assigned an alphanumericcode to protect your data from beingidentified. All your
data will be storedina lockedfile cabinet, asecure labserver, orentered/stored in REDCap, asecure
web-based applications offered through Vanderbilt. Only approved research study personnel with HIPAA
trainingandresponsible conductin research training will have access to your data.

This study may have supportfromthe National Institutes of Health. If so, yourstudy informationis
protected by a Certificate of Confidentiality. This Certificate allows us, in some cases, to refuse to give
out yourinformation evenif requested usinglegal means. It does not protectinformation that we have
to report by law, such as child abuse or some infectious diseases. The Certificate does not prevent us
fromdisclosing yourinformationif we learn of possible harmto yourself or others, orif you need
medical help. Disclosures that you consent toin this document are 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 notrelease yourname. You will notreceiveany benefitas aresult of the tests done
on your samples. These tests may help us or other researchers learn more about the causes, risks,
treatments, or how to prevent this and other health problems.

Study Results:
Research participants may indicate to the Principal Investigator if they are interested in results of this

research study. Thisinformation will be tracked and deidentified datain the form of presentationsand/or
manuscripts will be shared with interested research participants once the study is complete.

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 healthinformation to us, and that we may use any and all
of yourinformation thatthe study team believes it needs to conduct the study. Your private
information mayinclude things learned from the procedures described in this consent form, as well 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 health information include the researchersand
theirstaff. Additionally, we may share yourinformation with other peopleatVanderbilt, forexample if
needed foryourclinical care or study oversight. By signingthisform, yougive permissiontothe
research teamto share your information with others outside of Vanderbilt University Medical

Center. Thismayinclude the sponsor of the study and its agents or contractors, outside providers, study
safety monitors, government agencies, othersitesin the study, data managers and otheragentsand
contractors used by the study team. We try to make sure that everyone who sees yourinformation
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.

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.
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How long will your information be used or shared?
Your Authorization forthe collection, use, and sharing of yourinformation does notexpire. 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 contact information provide din thisconsent
form. Your cancellation will not affectinformation already collected in the study, orinformation that has
already been shared with others before you cancelled your authorization.

If you decide not to take part in this research study, it will not affect your treatment, payment or
enrollmentin 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:

Date Signhature

Printed Name and Title
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Surrogate Consent Rider for Research

O Not applicable — This participant did not enroll utilizing a healthcare decision makerand the
surrogate consentrider.

I, [name of decision-maker/surrogate],

am the [state relationship to participant]

of [state participant’sname]. | have read
theinformed consentdocumentorithas been explained to me. | have had the opportunity toaskany
questionsand all of my questions have beenanswered. | have beeninformed thataninvestigational
treatment may be administered to [participant’s name]. |
believereceivingsuch treatment would be in the interests of
[participant’s name] and is consistent with what he/she would have decided had he/shebeen able todo
so.

Your decision to allow your family member/friend to participate in this research study is voluntary. You
may choose not to allow his/her participation and he/she willreceive alternative treatments without
affecting his/her healthcare/services or otherrights. You are also free to withdraw him/herfrom this
study at any time. Inthe event new information becomes available that may affect the risks or benefits
associated with this research study oryour willingness to allow continued participationin thisresearch
study, you will be notified so that you can make an informed decision whether or not to continue your
family member/friend’s participation in this study.

Your family member/friend will periodically be re-evaluated for the capacity to give consent. If he/sheis
foundto be capable, continued participation in this study would only occur with his/herconsent.

_J_ ]
Signature of Health Care Decision-Maker/Surrogate Date

_J_ ]
Signature of Witness Date
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