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Name of participant: Age:

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 about this study:

You are beingasked to take part in this research study because kidney stones canrecurinthe future.
Currently, 24-hour urine testingis standard practice to help clinicians and patients determine how to
preventfuture kidney stones. However, whether dietand medications prescribed based on 24-hour
urine testingis helpful is not well understood.

Duringthe course of the 2-month study, you will have three 24-hour urine tests done. Youwill be
prescribed diet and medication interventions to prevent kidney stones. You will be assigned eithertoan
empiricarm— that is, a group that will have standard diet and medications; orto a selectivearm —that
is, a group that will have adjusted diet and medications based on 24-hour urine testing.

There are risks to the study. We do not expect majorrisks from dietrecommendations alone. Thereisa
risk of side effects fromthe medications. The most common side effects are stomach upset, nausea,
diarrhea. Lesscommon are dizziness, lightheadedness, fatigue, muscle cramps. Rarely they can cause
abnormal blood potassium, arrhythmias (abnormal heart beat), and rash. We will closely monitoryou
for these including regular heart rate, blood pressure, and blood potassium checks. All of the
medicationsin this study are standard, commonly used medications for kidney stone prevention for
many years.

There may be benefitstoyou. Atthe end of yourstudy participation, we willbe able to share withyou
the results of your urine testing. You may notice a decrease in how frequently yourkidney stones form.

You do not have to be inthisresearch study. You may choose not to be inthis study and get other
treatments without changing your healthcare, services, or otherrights. You can stop beinginthis study
atany 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 thisstudy. Your medical record will
contain a note sayingyou are in a research study and may contain some research information about
you. Anyone you authorize toreceive your medical record willalso get this information. Approximately
56 participants will be enrolled at Vanderbilt University Medical Center (VUMC).
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Side effects and risks that you can expectif you take part in this study:
Common >10% — (any medication) stomach upset, nausea, diarrhea, constipation, frequent
urination (fluid intake)

Lesscommon <10% — dizziness, lightheadedness, fatigue, muscle cramps (any medication)

Rare (<1%)— abnormal blood potassium (indapamide), arrhythmia (potassium chloride and
potassium citrate), rash (any medication)

Risks that are not known:
Because thistreatmentis investigational, there may be risks that we do not know about at this time.

Good effects that might result from this study:

The benefits to science and humankind that might result from this study: Animproved understanding of
e How 24-hour urine testing impacts urinary parameters to reduce kidney stone recurrence
e How diet and medications change urinary parameters
e Side effects of diet and medication interventions to prevent kidney stones

Proceduresto be followed:

1. Attheinitial study visit, you will have your blood pressure, heart rate, and weight measured.
You will also have blood drawn for some basiclaboratory values, if these labs have notbeen
done recently. Youwill complete 24-hoururine testingathome, if you have not done one
recently. Youwill be provided the collection kitand a set of instructions. The kit will be mailed
to a laboratory.

2. You will be assignedtoaninterventionto preventkidney stones. The intervention will include
dietary recommendations and may include medications.

a. Thedietaryrecommendations mayinclude
i. Increase waterintake of at least 2 liters daily
ii. Reducesodaintake tolessthan 3 cans per week
iii. Restrictanimal proteins
iv. Increase vegetableandfiberintake
v. Increasingfruitand vegetable intake
vi. Reduce saltintake forgoal <2000mg sodium daily

3. After1 month, you will have yourblood pressure, heart rate, and weight measured. You may
have blood collected. You will complete asecond 24-hour urine testingathome. You will be
provided the collection kitand aset of instructions. The kit will be mailed toalaboratory.
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4. Yourinterventionwill be adjusted to better prevent kidney stones. The intervention will include
dietary recommendations and may include medications.

5. After1month (the 2" month), you will have your blood pressure, heartrate, and weight
measured. You may have blood collected. You will complete athird 24-hour urine testing at
home. You will be provided the collection kit and aset of instructions. The kit will be mailed to
a laboratory.

6. Whenyoucomplete a24 hoururine test, youwill completeasurvey (written orweb basedona
secure website)onyourfoodintakes overthe 24-48 hour time period.

Payments for your time spent taking part in this study or expenses:
If you complete the study tasks through one month, you will receive $50. If you complete the study
tasks through the second month, you will receive an additional $100.

Costs to you if you take part in this study:

There is 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 that are 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 plansfor Vanderbilt orthe NIHto pay forany injury caused by the usual care you would
normally receive fortreating yourillness orthe costs of any additional care. There are no plans for
Vanderbilt orthe NIH to give you money 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 hurtby beinga
part of this study, please feel freeto contact Ryan Hsi, MD at 615-343-2036. If you cannotreach the
research staff, please page the study doctor at 615-322-5000.

For additional information about giving consent oryourrightsas 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 we are missinginformation aboutyou oryou have missed visits.
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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, asrequired by U.S. Law. This
website will notincludeinformation that canidentify you. At most, the website will include asummary
of the results. You can search this Web site at any time.

Confidentiality:

Records and data will be stored and maintainedin asecure database called REDCap, thatis considered
the standard for data collection. Future research may occuron the collected dataincluding secondary
analyses. Allreasonable effort will be made to preventabreach of confidentiality. Vanderbilt may
share your information, withoutidentifiers, to others oruse it for other research projects not listedin
thisform. Vanderbilt, Dr. Hsi and his staff will comply with any and all laws regarding the privacy of such
information. There are no plansto pay you forthe use or transfer of this de-identified information.

This study may have some supportfromthe National Institutes of Health (NIH). If so, yourstudy
information is protected by a Certificate of Confidentiality. This Certificate allows us, in some cases, to
refuse to give outyourinformation 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 thatyou
make yourself are also not protected.

Privacy:

Anyinformation aboutyou may be made availableto othersto use forresearch. To protectyour privacy,
we will not release your name. You will not receive any benefit as a result of the tests done on your
samples. These tests may help us or otherresearchers learn more about the causes, risks, treatments, or
how to prevent this and other health problems.
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Study Results:
Any sharing of the research will not contain any information that can be linked to you or any other
individual. Atthe end of your study participation, we will be able to share with you the results of your
urine testing.

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 healthinformation. 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 believes it needsto conduct the study. Your private
information may include thingslearned from the procedures described in this consentform, 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 researchersand
theirstaff. Additionally, we may share yourinformation with other peopleatVanderbilt, forexample if
neededforyourclinical care or study oversight. By signingthis form, you give permissionto 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, othersitesinthe study, data managers and otheragents and
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 orthe research teamto others, federal and
state confidentiality laws may nolonger 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.
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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 providedin thisconsent
form. Your cancellation willnot 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
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 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

Time:
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