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STUDY TITES

STUDY SUMMARY: This consent form is part of an informed consent process for a research
study and it will provide information that will help you decide whether you want to take part in this
study. lt is your choice to take part or not.

The purpose of the research is to determine if azithromycin combined with hydroxychloroquine is
better than hydroxychloroquine alone for treating patients with symptoms consistent with COVID-
19. Azithromycin is approved by the Food and Drug Administration (FDA) for the treatment of
infections. Hydroxychloroquine is approved by the FDA for the treatment of malaria and auto-
immune diseases (lupus, rheumatoid arthritis). The use of hydroxychloroquine and the
combination of azithromycin and hydroxychloroquine is experirnental and has not been approved
by FDA for the treatment of COVID-19. lf you take part in this research
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to take part in the study. lf you are eligible to take
undergo laboratory tests, and study procedures at specific time points during the study. After you
complete the study treatment, you will have end of study laboratory and medical tests.

As part of this study, you will receive one of the following treatments: 1) Azithromycin and
Hydroxychloroquine; 2) Hydroxychloroquine alone; or 3f placebo pill foi 6 days foilowed by
Hydroxychloroquine. Treatment will continue for 10 days.

Possible harms or burdens of taking part in the study may have side effects from the study
treatment such as nausea, vomiting, dianhea, stomach pain or inegutar or stow heart rate. you
may feel discomiort and/or pain during some of the tests or procedures in the study. your
condition may not improve and could even worsen if you take part in this study. Possible benefits
of taking part may be improvement in your condition. lnformation learned from the study may help
other people in the future. However, it is possible that you will not receive any direct peisonat
benefit fom taking part in this study.

Your altemative to taking part in the research study is not to take part in it and pursue other
available treatment options as described above afier talking with your physician.

The information in this consent form will provide more details about the research study and what
will be asked of you if you choose to take part in it. lf you have any questions now or during the
study, if you choose to take part, you should feel free to ask them and should expect to be given
answers you completely understand. After all of your questions have been answered and you
wish to take part in the research study, you willbe asked to sign this consent form. you are not
giving up any of your legal rights by agreeing to take part in lhis research or by signing this
consent forrn.

!t,HO IS CONDUCTING THIS STUOY?
nthePnncipallnvestigatorofthisresearchstudy.APrincipallnvestigatornas the overall responsibility for the conduct of the research. However, ofien other individuils
are part of the research team.

I lnvestigator or another member of the study team will also be asked to sign this
,nformed consent. You will be given a copy of the signed consent form to keep.

GJlf,:#?L3ilNi,3-?JiT,".,",pi,"iory i*ness that can spread rrom person roperson. The virus that causes COVID-19 is a novel coronavirus that was first identified during
an investigation into an outbreak in Wuhan, China.

There is no specific antiviral treatment for COVID-Ig.
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The purpose of the research is to determine if hydroxychloroquine combined with azithromycinis better for treating covlD-19 than hydroxyctrloroquiir* ,loni. rne stucy will alio'oetermine ifthe combination of hydroxychloroquine and aaithromycin reduces the viral load when comparedto hydroxychloroquine alone after iaking the study trJatment ior six days. Viral toad is the totalamount of virus a person has inside of them.
The combination of hydroxychloroquine and azithromycin has not been approved by the FDA for
the treatment of coVlD-lg and is experimentar in this study.
Since we do not know which study treatment is better, we will compare the study anns. Arm 1
and Arm 2 will be compared to Arm 3, which receives placebo and hydroxychloroquine. The
use of a placebo will is being done to leam which of the two study treatment works better to
treat covlo-19 and reduces virat load afier six days of study treatment.
A computer will assign you to one of the arms (groups) in the study. This is called randomization
and is done by chance like the flipping of a coin. Neither you nor the study doctor will choose
what treatment you get. You will not be told if you have been assigned to Arm 2 or Arm 3;
however, your study doctor will know. The arms are:
Arm I Arm 2 Arm 3
. Hydroxychloroquine 200 mg

taken by mouth three t3)
times a day for 10 days

r Azilhromycin 500 mg taken by
mouth on Day 1. followed by

r Azithromycin ZS0 mg taken by
mouth once a day for four (4)
days.

Hydroxychloroquine ?00 mg
taken by mouth three (3)
times a day for 10 days

r Placebo pill Days 1{.
r Hydroxychloroquine200

mg by mouth three (3)
times a day for 10 days

Hydrorychloroqulne is approved by the Food and Drug Administration (FDA) for eitherprevention or treatment oJ certain types of malaria and dutoimmune disease, such as lupus andrheumatoid arthritis. Hydroxychloroquine has not been approved for the treatment of COVID-19. lt has been used experimentally to treat certain people'with COVID-1g, including
hospital2ed patients.

Azlthromycln is approved by the FDA for the keatrnent of many types of infections caused bybacteria' such as respiratory infections, skin infec.tions, ear inreitions, eye inrections, anusexually kansmitted diseases.

Placebo if you are assigned to Arm 3 you will receive a placebo pill for Days 1-6. on Day 6,you will have blood drawn to check your viral load. lf you still have symptoms, you will receivethe study drug hydroxychloroquine fbr 10 days. n p6ceno piti ooejnoi nave jrnv drug ormedicine in it. lt will look 11d taste like hydroxychloioquine. ' iesearchers use a ilacebo to seeif the study drug works better than not tafing dnything_
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WHO MAY TAKE PART IN THIS STI.}OY AHO U}IHO MAY NOT?
lf you decide to take part in this study and sign this consent form, you will heve some
procedures done io see if you are eligible. you may take part in this study if:

r You are 18 years of age or older.o You have been diagnosed with SARS-CoV-2 infection and exhibiting COVID-1g
symptoms.

You may not take part in this study if:r You are pregnant or breast-feeding.r You are not able to tolerate oral medications.I You have a known allergy or bad reactions to either azithromycin or hydroxychloroquine
sulfate.

I'I'HY HAVE I BEEN ASKEO TO TAKE PART IN THIS STUDY?
You are being asked to take part in this study because you have symptoms of COVID-1g.

HOW LONG WILL THE STUDY TAKE ANO HOW MANY SUBJECTS T'YILL TAKE
PART?
You will be one of about 160 su to be enrolled in this s at the lnstitute

remaln on
days

WHAT WILL I BE ASKED TO DO IF I TAKE PART IN THIS STUDY?
lf you agree to take part in this study, you will first sign this consent form. Before you are
enrolled in the study, you will have 'screening Visit Procedure.s'to determine if you are eligible
for the study' These gxam-sl tests or procedules are being perfonned because you uru taliingpart in this research study. You or your health insurance p-rovider will not be bi16d for the costs
of these tests or procedures.

Screenino Visit Procedures will inelude:

' Read and if you agree to take part in this study, sign this informed consent and the member
of the study team will sign. You will receive a copy of the signed and dated consent for
your records.

. Physicalexamination

. Vital signs (blood pressure, heart rate, ternperature)r Demographic data {age, gender, race and ethnicity}r Questions about your past medicalhistoryr Review the medications you are cunenfly takingo Review of your COVID-19 symptomsr An Electrocardiogram (ECG) (An ECG is a test which measures the electrical activity of
your heart to show whether or not it is working normalty)e Urine or blood {about 2 teaspoons) for a pregnancy testr Blood will be drawn from a vein in your arm:
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o About ? teaspoons will be drawn fiom a vein in your aml to check how your bodystores iron, eheck for brood crots and check your heart functiono About 3 teaspoons wiil be milected for this research study.o You wil! be asked to complete a questionnaire about covlD,lg symptomsr You will be given education on how to complete the pilldiary, and temperature log.

lf you are an lnpatient, the following will occur:o Read and if you agree to take part in this study, sign this informed consent and the mernberof the study tearn will sign. You will receive a copy or the signed and dated consent foryour records.
r Your rnedical record will be reviewed by a member of the research team and the followinginformation will be collected for the research study;o The results of the physical examinationa Vi&al signs (blood pressure, heart rate, ternperature)o Demographic data (age, gender, race and ethnicity)o lniormaUon about your past medicalhistoryo The rnedications you are curenily takingr) A Review of your COVID-Ig symptomsr The following procedures will be performed:

o An Electrocardiogram (ECG) (An ECG is a test whieh measures the electrical
activity of your heart to show whether or not it is working nonnally)

{f, $aliva and throat swab will be mllected for the research studyo auoj Yffi,iffiffi:;ffHJ:il?H a vein in your arm to check how your
body siores iron, check for blood clots and crrecx your heart function

' About 3 teaspoons will be collected for this research study.
' lf you are a woman who could become pregnant, your doctor will perform

a blood pregnancy test.r You will be asked to cornplete a questionnaire about covlD-lg symptoms

Treatment Period

lf the "Screening Visit Procedures" show you are eligible to enter this study and you agree to
take part you will be randomieed (like the flipping ofl coin) to one of three of the Arms (groups).
Neither you nor the study doctor willchoose whit treatrnent you willget. you will not be toldwhich arm you have been assigned to the Arm 3, however, your stuCy doctor will know.

The research nurse will review the study dnug instruefions with you.
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I Hydroxychloroquine 200 mg
taken by mouth three (3)
times a day for 10 days

r Azithromycin S00 mg taken by
mouth on Day 1, followed by

r Aaithromycin 2S0 mg taken by
mouth once a day for four (4)
days.

Hydroxychloroquine 200 mg
taken by mouth three (3)
times a day for 10 days

r Placebo pill Days 1-6.

r Hydroxychloroquine 200
mg by mouth three (3)
times a day for 10 days

Treatment Perlod - For study partielpants randomlzed to Arm I end Arm 2:
Davs 1 - 10

. Iake your sfudy drug as prescribed.o A research nurse will collect the following information by phone or in person:cl complete follow-up covlD signs and symptoms questionnaireo Review your temperature log0 Review of your pill diaryo Review of any side-efiects you msy have had$ Record standard of care treatrnents andlor procedures prescribedr lf you ars 1I Inpatlent, you wlll ba as*ed to complete the questionnalre. Thehospltal staff wlll glve you the study medlcatlon. A member of the research teamwill review your medlcal record and lollect the followlng lnformation:o Your daily temperatures
o The times you received the study drugo Review of any side-efiects you may have hado Record standard of care treatrnents and/or procedures prescribed

Arm I and Arm 2: Durlng the study treatment perlod, the followlng tests andprocedures wlll be done on the days listed below:

Dav 3. Oav 6 and Dav 10
You willretum to the study site and the follow tests and procedures willbe done:o Repeatphysicalexamination

o Blood (about 2 teaspoons) will be drawn from a vein in your arm to check how your
body stores iron, check for blood ctrots and check your hlart function (Day 5 only)o Blood (about 3-1/2 teaspoons) will be drawn for the research study (Day 3 and Day 6only)

r saliva and throat swab will be collected for the research study. Review your temperature logr Review of your pill diary. complete follow-up covlD-19 signs and symptoms questionnaire
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r lf you are an lnpatlent, the hospltal staff wlll draur blood frorn a yeln for the bloodtests and the rBeearch study and swab your nos6 and throat to collect the
specimen for ths research study. You will bs asked to complete the COVID-1gsymptom questionnalre. A membar of the research team will revlew your medical
record and collect the followlng lnformation:, Your daily temperafures. The times you received the study medication. Review of any side-effects you may have had

' Record standard of care treatrnents andior procedures prescribed

Dav 11-20 - Dallv Follow-up
r A research nurse will collect the following infonnation by phone or in person:0 Review of symptoms

o Review your tempera&re log
0 Review of your pill diary
o Adverse events
s Record standard of care treatrnents and/or procedures prescribed

Treatrnent Perlod - For studv parficlnants randomlzed to,{rrn 3:
Davs 1-5

-

e Take the placebo pill
r complete follow-up covlD-19 signs and symptorns questionnaire
o A research nurse will collect the following information by phone or in person:(:, Review your temperature log

o Review of any side-efiects you may have hadr: Record standard of care treatments and/or procedures prescribed. You will be asked to complete the COVID-19 symptom questionnaire. A rnember of
the ressarch team wlll revlew your medlcal record and collect the followlng
lnformatlon:

0 Your daily temperatures() Review of any side-eflects you m6y have hads Record standard of care treatments andlor procedures prescribed

Dav 3
You will rsturn to tha study site and havs the following tests and procedures:

. complete follow-up covlo-ig signs and symptoms guestionnaire
e A research nurse will collec{ the following information by phone or in person:0 Review your temperature log

a Review of any side-effects you may have had* Record standard of care treatments and/or procedures prescribedo Blood (about 3-1/2 teaspoons) wifl be drawn for the research studyr saliva and throat swab will be collected for the research study
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r lf you are an lnpatlent, the hospital staff wlll draw blood frorn a veln for the bloodtests and the resaarch study and swab your noss and throat to collect thespecimen for ths research study. you wltl be asked to cornpleto ttre COVIO-1gsymptom questionnalre. A membgr of the research team rrill revlew your medicalrecord and collect ths followlng inforrnafion:0 your daily temperatures
o Review of any side-effects you may have hado Record standard of care trealrnents and/or procedures prescribed

Dav 6

You will retum to the study site. lf you continue to have sympbms of COVID-1g, you willreceive the study treatment Flydroxychloroquine sulfate to ntigin at horne. rhe iesearch nursewill review with you how to take the medication. You will re"Jv* a pill diary to write down thetimes you take the study medication.
You will also have the following tests and procedures:

. complete follow-up covlD-19 signs and symptoms questionnairer Review your temperature logr Review of any side-efiects you may have hado Record standard of care treatrnents andlor procedures prescribede Blood will be dravm from a vein in your arm:o About 2 teaspoons will be drawn from a vein in your arm to check how your body
stores iron, check for blood clots and check your heart functiono Blood (about &1/2 teaspoons) will be drawn for the research studyr saliva and throst swab will be collected for the research studyr lf you ars an lnpatlent, the hospltal staff will glve you the study msdicafion anddraw blood from a veln for the blood tests and th6 research stiroy and swab your

nose and thr-oat P-99!!*"t the specimen for the research study. you will be askodto complete the C0VID-19 symptom questionnalre. A membei of the rssearch
team wlll review your medlcat record and collect the followlng tnformation:o Your daily temperatures

D Review of any side-etrects you may have hads Record standard of care treatments and/or procedures prescribed

Dav 10

You willretum to the study site and the following tests and procedures will be done:. Take the study medication as prescribed.
r Repeat physicalexam
r Blood will (about 2 teaspoons) will be drawn from a vein in your arm to check how your

body stores iron, check for blood clots and checlt your heart function
' complete follow-up covlD-19 signs and symptoms questionnairer Review your temperature log. Review of your pill diary
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. Review of any side-effects you may have had

. Record standard of care treatments and/or procedures prescribed
o lf you are an inpatient, the hospital staff will give you the study medicatlon and

draw blood from a vein for the blood tests. You will be asked to complete the
COVID-I9 symptom questlonnalre. A member of the research team wlll revlgw
your medlcal record and collect the followlng lnformafion:

c1 Your daily temperatures
t, The tirnes you received the study medication
o Review of any side-effects you may have had
o Record standard of care treatments and/or procedures prescribed

Oav 11-{5
r Take the sfudy medication as prescribed.
r Complete follow-up COVID-19 signs and symptoms questionnaire
r A research nurse will collect the following information by phone or in person:

D Review your temperature log
o Review of your pill diary() Review af any side-effects yCIu may have had
s Record standard of care treatments and/or procedures prescribed

r Record standard of care keatrnents and/or procedures prescribed
r lf you are an lnpatlent, the hospltal staff wlll draw blood from a vein for the blood

tests and the research study and swab your nose and throat to collect the
speclmen for the research study. You will be asked to complete the COVIO-19
symptom questlonnalre. A msmber of the research team wlll revlew your medlcal
record and collect the following information:

o Your daily temperatures
o The times you received the study medication
a Review of any side-effects you may have had
o Record standard of care treatments andlor procedures prescribed

Day 16-20 - Dally Follow-up
r A research nurse will collect the following infornration by phone or in person:

r: Review your temperature log
cl Review of your pill diary
o Review of any side-effects you may have had
o Record standard of care treatments and/or procedures prescribed

Follow-up Perlod
The research nurse will call weekly for four (4) weeks afier the last dose of the study medication
b collect the following assessrnents:

. Review of symptornsr Reyiew of daily ternperaturesr Adverse events

2IA}RIL3O?O



Monthly Follow-up for Stx (8) Monthe
The next five (5) months the research nurse will call you once monthly after the last dose of the
medication to colleet the following assessrnents:. Review of symptomsr Fleview of daily temperaturesr Adverse eventsr Record standard of care treetnents andlor procedures prescribed

TIUHAT ARE THE RISKS OF HARM OR DISCOMFORTS I i,lIGHT EXPERIENCE IF I
TAKE PART IN THIS STUDY?
You may have side effects while on this study. Everyone taking part in the study will be watched
carefully for any side effects- However, doctors do not know all the side eftect that may happen"
Side efiects may be mild or very serious. Your strdy doctor may give you medicines to help
lessen side effects. Your study doctor may also decide that it is necessary to delay or stop the
study teatmenl Many side effects go away sson ater you stop taking the drugs. ln sorne
cases, side effects can be serious, long lasting, or never go away. You should talk with your
study doctor about any side efiects you may have while taking part in the study.

Posslble Slde Effects of Azlthrornycln
Commono Nausea. Vcmitingo Dianhear Loss of appetiter Stomach pain, indigestionr ltching or rash

Rare but serlousr lnegular or slow heart rateo Fluttering in your chestr $hortness of breatho Sudden dizziness (like you might pass out). Muscle aches and pains

Posslble SNde Effects of Hydroxychloroquine
Common. $kin changes, including a bleaching of hair, changes in skin pigmentr NauseEr Vomitingr Dianhear Muscle weakness (lack of strength). Low red blood cell counts (which make you feet tired or weak). Low platelet counk (which may make you more likely to bruise or bleed)r Headaches
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. Dizzinessr Eye problems, including abnormal color vision
Rare but serious

' Eye problems, including bluned vision, double vision, problems to the retina {flashing
lights, reading difiicutties)r Pruritus {itching)r Rashr Heart rhythm change (your hear beat may be inegular or beat to fast or too slow)

Rlsks of BlEod Draws
lf.a blood sarnple is taken from you, there are few risks of harm. Possible effects from drawing a
blood sample include mild p,ain, bruising and infection at the site of needle insertion. Faintingir
lightheadedness can sometimes occur, but usually last only a few rninutes. lnfection is rare
Reproductlye Rlsks of Harm

Women of childbearinq potential
Females of childbearing potential should use reliable methods of contraception from the time of
screening until4 weeks afier discontinuing study treatment. Acceptable methods of
contraception include abstinence, tubal ligation, eombined oral, transdermal or intra-vaginal
hormonalcontraceptives, medroxyprogesterone injections (e.g., Depo*Provera), copper-banded
intra-uterine devices, hormone impregnated intra-uterine systims and vasectomised'partners.
All methods of contraception (with the exception of tiotal abstinence) should be used in
combination with the use of a condom by their male sexual partner for intercourse.
Males
Male patients rnust use a condom during sexual intercourse with all sexual partners including a
pregnant female partner during the study and for 4 weeks after discontinuing study treatmeni-
However, where a sexual partner of a male participant is a woman of childbearingpotential who
is not using effective contraception, men must use a condom during sexual intercourse during
the study and for 6 months after discontinuing study treatrnent. Male patients should avoid
procreation during the trial and for 6 months after discontinuing study treatment.

ARE THERE ANY BENEFITS TO ilIE IF I CHOOSE TO TAKE PART IN THIS STUOY?
The benefits of taking part in this study may be an improvement of your condition. However, it is
possible that you will not receive any direct benefit from taking part in this sludy. lnformation
learned from this study may help other people in the future.

WHAT ARE MY ALTERNATIVES IF I DO NOT WANT TO TAKE PART IN THIS
STUDY?
Your altemative is not to take part in this study. You may receive supportive care outside of this
sludy.

HOW WILL I KNOW IF NEW INFORMATION IS LEARI{ED THAT MAY AFFECT
WHETHER I AM WILLING TO STAY IN THE STUDY?
During the study, your study doctor will update you on if your disease is progressing, stable or
getting better. During the course of the study, you will be updated aboui any other new
information that may affecrt whether you are willing to continue taking part inthe study. lf new
information is learned that may affect you after the study or your follow-up is compleied, you will
be contacted.
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WILL I RECEIVE THE RESULTS OF THE RESEARCH?
ln general, we will not give you any individual results from the study except the details that
pertain to your condition. You will receive the COVID-19 results. lf we find something of urgent
medical importance to you, we will inform you, although we expect that this will be a very rare
occurence. For example, 'unusual findings on the blood test that we think you should discuss
with your doctor.

WILL THERE BE ANY COST TO illE TO TAKE PART IT{ THIS STUCIY?
The drugs used in this study are @mrnercially available. The study drugs will be provided at no
charge by the Rutgers Cancer lnstitute of New Jersey. You and/or your health insurance
company will not be billed f,or the cost of any research procedures, which are conducted as part
of this study.

lf you are hospitalized and being treated for COVID-19 symptoms, this is standard of care. You
andlor your health insurance will be responsible for the cost of the hospitalization, standard of
care tests andlor procedures and any co-pays related to your hospitalization or emergency
depafiment visit.

You willbe responsible for any co-payments due for office visits, co-insurances and deductibles
due on any tests and/or procedures that are required and considered standard care for the
treatment of COVID-19 symptoms.

WILL I BE PAID TO TAKE PART IN THI$ STUDY?
You will not be paid to take part in this study.

HOW YVILL INFORMATION ABOUT ME BE KEPT PRIVATE OR CONFIDENTIAL?
All efforts will be made to keep your personal information in your research record conftdential,
but total confidentiality cannot be guaranteed.

lnformation about your condition and treatment will be collected from your medical record for the
study. The infonnation will be with a study identification number and stored in a secured
electronic file. The electronic file is password protected and accessible only to authorized study
personnel.

lf information from this study is published or presented at scientific meetings, your name and
other personal information will not be used.

lf you agree to be in this study, health data that identifies you will be kept confidential. Unless
required by law, only those listed below will have direct access to your medical and study
records to check the study information:

o the doctor and stafi
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. Government regulatory agencies throughout the world (such as the FDA).

A description of this clinical trial will be available on ClinicalTrials.oov, as required by U.$. law.
This website will not include information that can identify you. At most, the website will include a
summary of the rffiults. You can search this website at any time.

WHAT TTI'ILL HAPPEN TO MY INFORMATION OR BIOSPECIMENS COLLECTED
FOR THIS RESEARCH AFTER THE STUDY IS OVER?

The information or biospecimens cotlected for this research may be used by or distributed to
investigators for other research after obtaining additional informed consent from you" Please
referto'CONSENTADDENDA: Request to Store Tissue andlor Health lnformation for Future
Research Use".

WHAT WILL HAPPEN IF I AM INJURED DURING THIS STUDY?

Subjects in this study will be exposed to certain risks of personal injury in addition to those
associated with standard forms of treatment as described under "What risks can I expect from
taking part in this study?" ln addition, it is possible that during the course of this study, new
adverse effects that result in personal injury may be discovered. fhe University RWJ Barnabas
Health will make appropriate referrals for medical andlor dentaltreatment for subjects who
sustain personal injuries or illnesses as a direct consequence of participation in the research.
The subject's health insurance canier or other third-pafi payer will be billed for the cost of this
treatment; provided that lhe University shall not submit to federally funded programs, e.9.,
Medicare, Medicaid or CHAMPU$, for reimbursernent first if sr^rbmission to such programs is
prohibited by law. No financial conrpensation will be provided by the
Health and no other type of assistance is available from the Universi$
However, by signing this form, you are not giving up any legal rights toEl
compensation.

WHAT IAIILL HAPPEN IF I DO NOT WISH TO TAKE PART IN THE STUDY OR IF I
LATER DECIDE NOT TO STAY IN THE $TUDY?
It is your choice whether to take part in the research. You may choose to take part, not to take
part or you may change your mind and withdraw ftom the study at any tirne.

lf you do not want to enter the study or decide to stop taking part, your relationship with the
study staff will not change, and you may do so without penalty and without loss of benefits to
which you are otherwise entitled.

At the conclusion of the trial
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Any data that has already been sent for analysis cannot be withdrawn because there may not
be any identifiers with the data.

At any time, the study doctor can take you out of this study if it would not be in your best interest
to stay in it. Your study doctor can stop treatment even if you are willing to stay in the study if
medically indicated.
lf you decide to withdraw fom the study ior any reason, you may be asked to retum for at least
one additional visit for safety reasons.

WHO CAN I COTIIT,ICT IF I HAVE QUESTIOIII$?

PERMISSION (Authorizatlon) TO USE OR SHARE HEALTH INFORMATTON THAT
IDENTIFIES YOU FOR A RESEARCH STUDY
lnformation about you and your health is personaland private, so this information generally
cannot be used in research without your written permission. The next few paragraphs tell you
about how researchers want to use and share your health information in this research study.
Your information willonly be used as described here or as allowed or required by law. Ask
questions if you do not understand any part of the research or. the use of your health
inforrnation, lf you sign this consent form, you agree to let the researchers use your information
in the research and share it with others as described below.

What ls the purpose of the research and how wlll my lnformatlon be used?
You are being invited to take part in this research study, which is described at the beginning of
this fonn. The purpose of collecting and using your health information for this study is to help
researchers answer the questions that are being asked in the research.

What lnformatlon about me wlll be used?r Allinformation in your medical recordr Hospitaldischargesummaries
r Laboratory, x-rays, CT scans and test resultsr Medical history or treatmentr Medications
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r Laboratoryldiagnosile tests or imaging. Operative reports (ahout a surgery)r Emergency Medicine reports

tlYho wlll s€6 rny medical information?
Your privacy is very important to us and the researchers will make every effort to protect it. Your
information may be given out it required by law. For example, certain states require doctors to
report to health boards if they find a disease like tuberculosis. However, the researchers will do
their best to make sure that any infonnation that is released will not identify you. Some of your
health infonnation, and/or information abaut your specimen, ftom this study will be kept in a
central database for research. Your name or contact information will not be put in the database.

There are organi:ations that may inspect your records. These organizations are required tro
make sure your information is kept private, unless required by law to provide information. Some
of these organizations are:r The Office for Human Research Protections in the U.S. Dept. of Health and Human Serviceso The Food and Drug Administration

l/Vho ttlay Ure, Share or Receive [t{y Information?
The research team may use or share your information collected or created for this study with the

that receive your information may not be required by Federal
share your information with others without your permission, if

permitted by the laws goveming them.

l{fill I Be Able To Revlew My Research Record Ytlhlle The Research ls Ongolng?
No" We are not able to share information in the research records with you untilthe study is over"
To ask for this information, please contact the Principal lnvestigator, the person in charge of this
research study.

Do I Have To Glvs My Permlsslon?
No. You do not have to pernrit use of yor.rr infonnation. But, if you do not give permission. you
cannot take part in this study. (Saying no does not stop you frorn getting medical care or other
benefits you are eligible for outside of this study.)
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