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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:

Thisis a study to helplearn aboutyouropinions of genetic (DNA)testing for the purposes of helping
doctorslearn how to talk aboutthese tests and results with patients. By participating, you will be
providing usefulinformationto help usimprove how doctors explain the purpose of the testing, and
how they talk about the results. You will also get the results of your DNA testand learn what the results
mean about how your body works with certain medications. The physical risks to you are about the
same as when you have blood drawn for any other test. You may be uncomfortable with some questions
inthe surveys or by yourstudy results.

If you are eligible, and you choose to participate, you will complete asurvey. This willtake about 20
minutes. You can call or email the study staff with questions atany time. The questions will ask about
your age, background, health, and lifestyle information. After the survey, you will be asked to give some
bloodfora DNA sample. This may be done at your convenience ata Vanderbilt University Medical
Centerlab on campus, at the One Hundred Oaks site, or at an upcomingappointmentforablood draw
at an on-campus VUMC clinic. The test results will be in the My Health at Vanderbilt patient portal and
can sentto you by mail if you want. You will alsoreceivealinktoa video onthe website to helpyou
learn what the results mean, eitheratthe time you getyour results, ora few weeks later. If you have
any questions or concerns orjust want more information, you can contact the study investigator, Dr.
Velez Edwards. Abouttwo weeks after you get your study results, you will take anothersurvey and
answermore questions online about your medications and what you think about the tests. This will take
about 20 minutes to complete. Half of participants will be asked to complete one additional survey.
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Detailed Information:
The rest of this documentincludes detailed information about this study (in addition to the
information listed above).

You are beingasked totake part inthis research study because we would like to learn more about what
pregnantwomen think about genetic(DNA)tests thattell you how yourbody uses and processes
different medicines.

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, 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 whetheryoustill wantto be in this study. Your medical record will containa
note sayingyou are ina 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:
o The common risks fromusinga needle to take a blood sample include pain, bruising, feeling
lightheaded, and fainting
e Avrare riskfroma needle-stickisinfection where the needle wentinto the skin
These risks are the same as forany otherblood test
® You may be uncomfortable with some questionsin the surveys or by your study results. You
don't have to answersurvey questions that you don't want to.

Other Risks:

One risk of givingsamples forgeneticresearch may be the release of information (for example your
name) that could link you to the results of the tests run on your samples. There are many safeguardsin
place however, to prevent the release of information from this study.

All samples willbe given acode. Only the study staff will know the code. The name thatbelongs tothe
code will be keptinalockedfile orina computerwith a password. Only Dr. Velez Edwards and study
staff will have accessto your name.

Healthinsurance companies and group health plans may not use your genetic(DNA) information when
making decisions regarding your eligibility or premiums. Employers with 15or more employees may not

use your geneticinformation that comes from this research when making adecision to hire, promote, or
fire you or when setting the terms of youremployment.
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Your sample will be destroyed afterit has been tested if you have not consentedto allow BioVUto keep
your leftover sample from lab tests. This study will not keep or store yoursample.

Good effects that might result from this study:
The benefits to you, science and humankind that might result from this study:
® You will learn more aboutyourresponses to medications, and which medications may work
betterforyou
o You will help doctorsandresearcherslearn how to better communicate with pregnantwomen
aboutgenetictestresults

Proceduresto be followed:

Afterthe survey, you will be asked to give some blood fora DNA sample. This may be done at your
convenienceata Vanderbilt University Medical Centerlab on campus, at the One Hundred Oaks site, or
at an upcoming appointmentforablood draw at an on-campus VUMC clinic. The testresultswill bein
the My Health at Vanderbilt patient portal and can be sent to you by mail if you want. You will also
receive alinktoa video onthe website to help youlearn whatthe results mean, eitheratthe time you
getyour results, ora few weeks later. If you have any questions or concerns or just want more
information, you can contact the study investigator, Dr. Velez Edwards. About two weeks afteryou get
your study results, you will take another survey and answer more questions online about your
medications and what you think about the tests. This will take about 20 minutesto complete. Half of
participants will be asked to complete one additional survey.

The purpose of this studyis to look at genes (DNA) and how they affect medication response. Genes are
the instruction manual foryourbody. The genesyou get from your parents decide what you look like
and how your body behaves. The genes we are testingin this study can help us predict how you may
respond to certain medicines.

You are beingasked to give a blood sample collected for geneticresearch. What we learn about you
from thissample will be putinyourhealth record. No one else (like arelative, boss, orinsurance
company) will be given yourtestresults.

Payments for your time spent taking part in this study or expenses:

You will receive $25 in gift cards to compensate you for time spent participatingin the study. This will
include a$20 gift card if you finish the first survey questionnaire and give a DNA sample by blood draw,
and a $5 gift card for completing the second survey afteryou receive your genetic (DNA) test results.
One group of participants will be asked to take survey #2 a second time.
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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 comprehensiveterritorial sanctions orif you
are listedonthe 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 Vanderbiltand the Investigator thatan injury occurred as a directresult of the
tests or treatmentsthatare 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 plans for
Vanderbiltto pay forany injury caused by the usual care you would normally receivefortreating your
illness, monitoring your pregnancy, or the costs of any additional care. There are no plans forVanderbilt
to 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 thisstudy, please feel freeto contact study staff and researchers at pgx-survey@vumc.org or
(615) 875-4491. The mailingaddress forthe study is:

VICE-MPRINT Study
Department of Pediatrics
2141 Blakemore Avenue
Nashville, TN 37212

For additional information about giving consent oryourrights as a personin this study, to discuss
problems, concerns, and questions, orto offerinput, please fe elfree 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:
You may be removed from the study if you do not provide a DNA sample.
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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. We will not collectany
more information aboutyou, butwe cannot delete testresults thathave been enteredintoyour
medical record. Deciding to not be part of the study will not change yourregular medical care inany
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 includea summary
of the results. You can search this website atany time.

Confidentiality:

This study may have some supportfromthe National Institutes of Health (NIH). If so, your study
information is protected by a Certificate of Confidentiality. This Certificateallows us, in some cases, to
refuse togive 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 this documentare 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.

Privacy:
Information collected about you may be made available to others to use for research. To protect your
privacy, we will not release your name or any other information that can be used to identify you.

Study Results:
Results from the study will be shared with other researchers and will be published in a medical journal

so outside researchers and doctors can read about it and learn from the results. Your name or other
identifiers will never be used. If youwould like to be emailed when results are published, please email
study staff at pgx-survey@vumc.org.

Authorizationto Use/Disclose Protected Health Information
What informationis being collected, used, or shared?
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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 thatthe study team believesit needs to conductthe study. Your private information
may include things learned fromthe procedures described in 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 health treatment).

Who will see, use or share the information?

The people who may request, receive or use your private health informationinclude the researchersand
theirstaff. Additionally, we may share yourinformation with other peopleatVanderbilt, forexample if
needed foryourclinical care or study oversight. By signing this form, 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,
governmentagencies, othersitesinthe study, data managers 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 thatyourinformation will not be shared with others. If yourinformationis
disclosed by your health care providers orthe research team to 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.

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 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
after itis signed.
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STATEMENT BY PERSON AGREEING TO BE IN THIS STUDY

I have read this consent form and the research study has been explained to me. 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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