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STUDY INFORMATION:
Study Title:

Study site(s): Icahn School of Medicine at Mount Sinai, Mount Sinai Hospital, Mount Sinai Beth
Israel, Mount Sinai Morningside, Mount Sinai West, New York Eye & Ear Infirmary of Mount
Sinai

Principal Investigator (HeadLead Researcher):
Physical Address:

Mailing Address:

Phone:

SUMMARY OF THIS RESEARCH STUDY:

This document explains a research study is-when-scientists-try-to-answera-guestion-about-something
that-we-don’t know-enough-about—you might be interested in joining. Participation in a-research-study
may-ormay-netdirecth-help-you-orothers—Participationis-entirely-the study is voluntary. itis-completely

wp-to-yor-whetherornotyottake-part-You can also-change-yourmind-atany-time-and-tagree to join
or not. Your decision will not affeetlimit your ability to get-medicalreceive care withintheat Mount Sinai

Health-System—. You should only agree to take part if you understand the study and if all of your
questions about the research study are answered. If you do join the study, the research team must
share any new information with you that may change your mind about taking part.

The purpose of this research study is

If you choose to participatetake part, you will be asked to

Fhelf you choose to take part, the main risks to you if-yeu-choose-to-participate-are
You will not benefit directly from taking part in this research-will-net-benefit-you.

You may alse-benefit from participationtaking part in this research-if. Some potential benefits are:

Instead of participatingtaking part in this research, you may
If you are interested in learning more about this study, please continue to read below.

STUDY PARTICIPATIONANTFHIS RESEARCHSTUDY-:
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You may qualify to take part in this research study because

Your participation in this research study is expected to last

There are [insert local enrollment goal] people expected to take part in this research study at [specify
by site within MSHS (Mount Sinai Health System)]. If it is a multi-site study, also indicate and [insert
overall enrollment goal] people to take part across all sites.

Funds for conducting this research study are provided by

A description of this clinical trial will be available on
httpHwww-CliniealFrials-govhttp://www.ClinicalTrials.gov, as required by U.S. Law. This Web
sitewebsite will not include information that can identify you. At most, the Web-sitewebsite will include
a summary of the results. You can search this Web-sitewebsite at any time.

Fhenumber
DESCRIPTION OF WHAT IS INVOLVED:

If you agree to take part in this research study-across-all-sites-isfoverallenrollmentgoal}l

. here is what may

be involved::

o Because this prejectresearch study involves the use of medieations|study drugs or an investigational
medical device], a note efmust be included in your patticipation-in-the-electronic medical record-
Fhat that you are taking part in the research. This way, anyone treating-you-willkbe-aware-efinvolved
in your participatior-and-may-be-ablemedical care will know that you are a study participant, and

they can work to avoid any urfertunateproblems or negative outcomes that could arise if your

research-participation-were-unknownthey do not know.

Randomization

Fhe-study-treatment-you-get-will-be-chesenNo one, not you, or anyone from your medical team or from

the research team will be able to choose what group you are assigned to or what study
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[drug/device/procedure] you get. It will be by chance, like flipping a coin [use the term “pulling names

out of a hat” for the case of more than 1:1]. Neither—you—northestudydoctor—will-choese—what

experimental-study-treatmentyou-get-You will have a(n) [equal/one in three/etc] chance of being given
each experimental-treatment.study [drug/device/procedure]. For double-blinded studies, add: Neither

you nor the studyLead Researcher or your own doctor will know which experimental-study
treatment[drug/device/procedure] you are getting:-however,. If there is an emergency, they can get this
information-ceuld-be-obtained-in-an-emergeney-. For single blinded studies, add: You will not be told
which study treatment[drug/device/procedure] you are getting; however, yourstudy-dectorthe Lead
Researcher, research team, etc. will know.

Genetic Testing
HIV/AIDS

To take part in this research prejectwe-will-have-to-teststudy, your blood will be tested for evidence of
HIV—infection—HP/ s, the virus that causes AIDS. itPeople can be-transmitted—get HIV through
unprotected sex—{vaginak—anal—er-oral-sexjsexual contact with someone who has HIV, and through
contact with blood;-_(as in sharing needles {including for piercing, tattooing, drug-eguipment-including
needles—used-to-injectand injecting drugs). Hh-infected-People who are pregnant wemenwith HIV
infections can transmit HIV to their infants during pregnancy—er, delivery or while breast
feeding-breastfeeding. There are treatments for HIV/AIDS that can help an—individualpeople stay
healthy. tadividualsPeople with HIV/AIDS can adopt safe practices to protect uninfected and infected
people in their lives from beecominggetting HIV or getting infected orbeing-infected-themselves-with a
different strainsstrain of HIV.

By law, positive test results for HIV/AIDS (as well as other communicable diseases such as hepatitis B,
hepatitis C, and syphilis) are reported to the NYS Department of Health ferepidemiological{the-so they
can study ef-thefactors-determining-or-influencing-the-presence-or-absence-of-how people get and

transmit the disease)-and-Parther-Neotification-purpoeses- and notify sexual or needle-sharing partners
they may have been exposed. If you wish to be tested anonymously yeu-willbe-referredfor HIV/AIDS

the research team can refer you to a public testing center, but you will not be able to be in this study.
Please-know-that-New York State law protects the confidentiality of HIV test results and other related

information. -Fhe-law-prohibits-discriminationlt is illegal to discriminate against a person based on an
individual'stheir HIV status and services are available to help with-such-conrsegquences:if this happens.

You are free to refuse this-to get an HIV test, but if you refuse you willnet-be-allowed-to-join-erremain
-cannot be part of this research prejectstudy.

Pregnancy
If you can possibly get pregnant, a [specify either blood or urine] test for pregnancy will be done before

you begin the study and the pregnancy test will be repeated every [insert week and/or visit time point,
or insert similar wording as required by the protocol].
Eor\Women:
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Stnee—yeu—ate—pamemamsrgYou cannot be |ncIuded in a—reseapehthe study that—m#elves—el#ugs you are

p#eteetren—that—yeu—net—become pregnantie#thedutatten—et— as the study#eu [druq/dewce/procedure]

could harm your fetus. You also should not partieipatebe in the study if you are breastfeedingproducing
milk to feed a child as the study [drug/device/procedure] could harm your baby.

Ihe#etete—praetremg—umess vou are at Ieast one year past menopause or have had a successful

operation to make pregnancy impossible, you should use effective birth control-is-impertant—Ne

Recommended. Unless you are sexually abstinent (not having genital sex) the recommended methods
of birth control are:

The consistent use of ar-approved hormonal birth control (pillf,_patches, or rings),

An intrauterine device (IUD),

Contraceptive injection (Depo-Provera),

Double barrier methods (Diaphragm with spermicidal gel or condoms with contraceptive foam),

Sexual abstinence (no sexual interceurse)-oractivity),

+—Sterilization- (a vasectomy, getting tubes tied, or a hysterectomy).

HermenalAll birth control+mplants—aneinjections methods (other than abstinence and sterilization) are
only eensidered-effective if usedyou use them properly-and-started, start them at least one month before
you begin the research study, eentindingand continue using them throughout the research study and

for one month [OR insert a longer penod of time if requwed by the protocol] after the end-oftheresearch

m—the—l-B]—aﬁter—the—enel—et—the—stuely— ends If you are unsure whether the method of blrth control you
use is aeceptableapproved to use while participating-you are in this study, you should ask yeurstudy
doetorthe Lead Researcher before you begin the study. If you are less than one--year post-menopausal,
there-is-the-petential-that-you could still become pregnant. If you or your partner becomes pregnant, or
may be pregnant, at any time [insert the time during which participants are being monitored, e.g. during

the trialstudy, or in the “month” {OR insert a longer period of time if required by the protocol] following

it], tHsmportantthatyou must tell yourstudy-doetora person from the research team immediately. The
triakteam may stop the study drug may-be-stepped-and areferralbmay-be-maderefer you/your partner

to an obstetrician/gynecologist for follow-up.

Should you-plan-te/your partner become pregnant-ir, whether or not you/your partner have the year

FOR IRB USE ONLY

Rev 11.11.2022



THE MOUNT SINAI HEALTH SYSTEM
CONSENT FORM TO VOLUNTEER IN A RESEARCH STUDY
AND AUTHORIZATION FOR USE AND DISCLOSURE OF MEDICAL INFORMATION

Page 5 of 22

Study ID:

Form Version Date:

Sheuld-you-become—preghant—regardless—ofbaby, the eutceme;people funding and overseeing the
spenseorresearch may ask for information on yeurthe pregnancy, even if you are withdrawn—fromno

longer part of the study. ¥eurwritten-consentYou/your partner will be ebtained-separately-in-the-case
that-thisasked for additional written consent to share this information if that happens.

ForMen:

Semen/Sperm:

Drugs can be found in semen and alter sperm. Since you are participatingtaking part in a study that
iavelvesusing experimental drugs or experimentaltreatment—with—potentialrisks—to—a—developing
fetustreatments, it is recommended that 1) you use a condom-and, 2) you do not impregnateget a
womanpartner pregnant or expose them to semen, and 3) you do not donate spermsemen. These
recommendations apply both while you are taking the study drug, and for and-additional-90-days-3
months after you stop taking the study drug.This is because levels of the study drug may be present in
the sperm and/or seminakfluidsemen even after you stop taking the study drug._ You are encouraged
to tell your female partner(s) and/or their doctor(s) that you are participating in athis clinical trial.

Future Contact:

The researchers may wish to use your personal contact information to contact you in the future. Do you
give the researchers permission to contact you in the future to request the collection of
additional information about you, discuss how your private information, study data and/or samples might
be used, or discuss possible participation in another research study?

Please initial your choice: Yes No

If “Yes”, please indicate your preferred method of contact: (initial all that apply)
[ ] Email [ ]Phone [ ] Letter [ ]Text

USE OF YOUR DATA AND/OR SRECHIMENSSAMPLES:

OPTION 1:
The p%%rm&ﬂen—and%e#samples—eeﬂeetedas—p&ﬁ—eﬁhﬁ—research team will never be-used-or
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tr-the-future;use or share your identifi

and/personal information (such as, name, address date of blrth soual securlty number) studv data
and/or samples (blood, tissue, urine, saliva, or samplesany other body matter) that are collected as part
of this research—After-thisremoval—the-informationstudy for future research, even if your identity is
removed. Your data and/or samples could-be-used-forfutureresearch-studies—or-shared-with-other
research-teams-forfuture research-studies—You-will notonly be informed-of-the details-of specificused
to complete this study and then they will be destroyed.

OR

OPTION 2:

In_addition to being used to complete this research that-is-dene-with-study, your medicalpersonal
information and-biespeeimens(such as, name, address, date of birth, social security number), study
data, and samples (blood, tissue, urine, saliva, or any other body matter.) may also be used and shared
for additional (future) research. Before anything is shared, all of your identifying personal information
will be removed and it will be replaced with a code. Researchers are not planning on giving you the
details of any of this future research nor the results. That means that a research project might be done
that you would not consent to if provided with the details of that research project. —If you do not want
any future research to be done with your data and/or samples, even with your identity removed, please
do not sign this consent form or take part in the study.

OR

OPTION 3:
The researchers would like te-ask-your permission to keep theyour personal information (such as, name,
address, date of birth, social security humber), study data and-specimens—{ike-/or samples (blood,

tissue, hairurine, saliva, or any other body matter) eellected-from-you-during-this-study-to use themor

share in future research-studies. You can still be part of the study if you do not allow us to use or share

them. Please tellus-how-we-may-use-this-materiabinfuture research-studies—select Yes or No to each

of the questions below. To decline all future uses/sharing please select ‘No’ each time.

(1) Will you allow the researchers to store your infermationdata and/or specimenssamples to use in
future research
_ studies?

Please initial your choice: Yes No

If Aeyou select No, please stop here—_and move to the next section, 'Your Responsibilities If You
Take Part in This Research' section below."

If yes, please continue to the
_hext question-
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2y Fheresearchers-cankeep_and tell us how your_personal information, study data and/or speeimens
storedsamples may be used in ere-of-two-ditferent-ways-one-way-willfuture research studies.

a) Anonymouslv (no one WI|| know who the m#ermatren—lsdata and/or samples came from) Fewill
het—bestered-bothways—solf you mustchoose enee#thesetwaeptrens—ﬂeas&netethapmhls
option, you
notbe-able-te-can’t change your m|nd So |f vou wanted to ask—f-erhave your m#ermatrendata
and/or specimens——to———besamples destroyed at——a—future—date:
in the future, the team could not do it as they would not know which data and/or samples were
yours.
b) Linked to your identity (using a code that can show the information came from you personally).
In this case you could ask for your data and/or samples to be destroyed in the future if you want
that to happen.

How would you like your infermationdata and/or specimenssamples stored? Please initial ONE
choice:
below:

I would like my infermationdata and/or specimenssamples stored anonymously

I Would Ilke my data and/or samples stored with a Ilnk to my identity

use—them—teptuture—keep the data and/or samples so they couId use them in future studles that are

directly related to the purpose of the current study?

I inifial hoice:

Please initial your choice: Yes No

(54) Do you give the researchers permission to keep the informationdata and/or speeimenssamples
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indefinitely-and, so they could use them for future studies that are not related to the purpose of the
current study (for
_example; a different area of research)?

Please initial your choice:
Yes No
Mes bl

(4.1) From time to time, researchers outside of medicine and related sciences would like to use this
irfermation-data and/or samples. This might be in fields such as anthropology, human origins, mapping
human mlgratlon patterns. Do you give perm|SS|on for researchers outside the fleld of medicine to
use your in
and/or samples7

Please initial your choice:

_Yes No

@)

a. If the future research in a different area can be done without having to know that
_the infermationdata and/or specimenssamples came from you personally, that will be done.

)

b. If the future research in a different area requires that it is known specifically who the infermation
data and/or specimenssamples came from, then one of the following will be done:

4
.

If you allowed the researchers to contact you in the future, they may be able to contact you to
explain why your identifiable-information-data and/or specimensamples is needed and what will
be done with it. Your permission will be asked to use your informationdata and/or
speeimenssamples in that research project.

[I. If you do not give permission to be contacted in the future, of if it is found that contacting you is
not practical (for example, because you have moved;), your identifiable-data and-specimens/or
samples may still be used. The Institutional Review Board (IRB) will be asked for permission to
use the infermationdata and/or speeimenssamples linked to your identity. The IRB can give
permission for researchers to use and share identifiable health information without contacting
you, but only if it determines that sharing the irfermationdata and/or speeimenssamples will not
be more than a-minimal risk to you or your privacy. The iastitutional-Review-Board{IRB) is a
committee of doctors and scientists and nonscientists, including people not associated with this
hospital or medical school, whose job it is to protect people who participate in research.

6
(5) Do you give permission to have pertions-of-the-specimensyour data and/or infermationsamples given
to other researchers, including those at Mount Sinai, other academic-medical or scientific institutions
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and for--profit companies, for use in research within the limits you have chosen above? Please-initial

VOUr choica:
A4 T A BA4AvA >3

Please initial your choice: Yes No

(6) Do you give permission to have portions of the-specimens-your data and/or datasamples deposited

in large public databases (repositories{expltained-below) for use in research with the limits you may
have chosen above? Please read the paragraphs below which explains repositories, then initial your

choice:

Yac
T I

4

To do more powerful research, it is helpful for researchers to share information-they-getdata and/or
samples from studying-human-samples:the people they study. They do this by putting it-data and/or
samples into a repository. A repository is where something is stored safely for a specified period of time.
Data and/or samples from one eroere—scientific-databases—where—itisstudy may be stored in a
repository along with infermationdata and/or_samples from other studies. Sample repositories are
commonly called biobanks, while data repositories are commonly called databases. . Researchers can
then studyuse the combined-informationdata and/or samples from multiple studies to learn even more
about health and disease. If you agree to take part in this study, some of your genetic and health
information might be placed into one or more scientific databases—Fhere-are-many-differentkinds-of
seientific, but they will not share your direct identifiers (for example, name, address, date of birth). These
databases;—seme are maintained by either Icahn School of Medicine at Mount Sinai—er, another
institution, seme—are—mam{amed—by—the federal government anel—seme—are—m&m&euﬂed—by—or private
companies. : .
mamtam&aeatabaseuemledldbGaP—AA_y researcher Who Wants to do a study th&m#ermatren using
data and/or samples from the repository must apply for permission-to-use-the-database—Different
databases—may—have. There are different ways of reviewing such requests. Researchers with an
approved study may be able to see and use your infermationdata, along with that from many other
people._Researchers may use your samples for genetic sequencing and other experimental testing.
Researchers will always have a duty to protect your privacy and to keep your information confidential,
but there are always risks associated with data and/or sample collection and sharing. They are
described in more detail in the risksRisks section

Researchers will use a Global Unique Identifier, a computer-generated ID, which cannot be linked back
to_your identity. This is so any data collected from you is linked to one unique ID, so [name the
repository] can make sure your data is secure and is not accidentally duplicated if you take part in
research at multiple sites.

Please initial your choice: Yes No
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Whether or not you have allowed us to share your data and/or samples with [name the repository], the
researchers at Mount Sinai will keep data and/or samples collected about you during this research study
to use in future research studies consistent with the wishes you expressed above.

YOUR RESPONSIBILITIES IF YOU TAKE PART IN THIS RESEARCH:

If you decide to take part in this research study, you will be responsible for the following things:

COSTS OR PAYMENTS THAT MAY RESULT FROM PARTICIPATION:

You will not be paid for participatingtaking part in this research-study. Being in this research-study will
not lead-tecost you anything extra-cests-to-you.. YeuResearchers will not be-reimbursedpay you for
your travel or the time that-may-bereguiredit will take for you to be in the study-visits.

FakingThere may be costs to you for taking part in this research-study-may-lead-to-added-costs-to-you-.

If you agree to take part in this research-study,~we-willpay you will be paid [indicate amount] for your
time and effort.

Checksreguire-some-timelt can take up to be-prepared6 weeks to prepare and willbe-given-te-give you
once-processed-and-availablea check for study participation. If you do not get a check by then, you can
first contact the research team. If further assistance is needed, please contact Mount Sinai’'s Program

for the Protection of Human Subjects at (212) 824-8200.

Tax law may require the Mount Sinai Finance Department to report the amount of payment you receive
from Mount Sinai to the Internal Revenue Service (IRS) or other agencies, as applicable. Generally, this

reperting-would-take-placehappens if you receive payments that equal $600 or more from Mount Sinai
in a calendar year. You would be responsible for the payment of any tax that may be due.

Yeou-shoeuld-alse-know-that-itlt is possible that products may someday be developed with the help of
your speeimensdata and—elata/or samQIe and there are no plans to share any profits from such
products with you ; 2

-OR

The samples and/or data collected from you as part of this researechstudy may be used for commercial
profit. You may share in that profit if

You should check with your supervisor before accepting payment for participationtaking part in this
researchstudy.
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If you are released from jailprison before you finish this research-study, you should take steps to get
health insurance-er, such as Medicaid-coverage—Regularoffice. Your clinical visits (doctor visits and
standard treatment) will be billed to you and/or your health insurance, as this is not part of the research
study. You may continue in the research study after your release from prison. If you move out of the
area, we-will-assistance can be provided to help you make-arrangements—to-befollowed-byfind a
physiciandoctor to care for you.

POSSIBLE BENEFITS:

There is important-to-knrow-that-youa chance this study may benefit you, but this is not_get-any
guaranteed. Others may benefit from taking—partin-thisresearch—Others—mayhot-benefiteither
Howeverpossiblewhat researchers learn from the study. Possible benefits may-beto you include:

¥eu-areThis study is not expecteddesigned to get-any-benefit from-taking-partin-thisresearch-study-
Others-may-notbenefiteitheryou personally. However, possible future benefits to others include

Taking part in this research study will not improve your housing or correctional program assignments.
YeurtakingTaking part in this research study will not improve your chance of parole or release.

REASONABLY-FORESEEABLE
POSSIBLE RISKS AND DISCOMFORTS:

e Risk of loss of private information; this risk always exists, but there are procedures in place
to minimize the risk.

o The risks of a blood draw include pain, bruising, and the slight possibility of infection at the
place where the needle goes in. -Some people feel dizzy or may faint during or after a blood
draw.

¢ In addition to these risks, this research study may hurt you in ways that are not known. -The
unknown risks mightcould be minor or-might-be major (death).

e If you are pregnant or become pregnant, this research may hurt your baby or your pregnancy
in ways that are unknown. The unknown risks mightcould be minor or mightbe-major (death)

for the pregnancy. You should not become pregnant or impreghate-a-womanget someone
pregnant while eryou take part in this research-study. Please read the acceptable methods

of birth control found under the Description of What'sWhat Is Involved section of this
document.

FOR IRB USE ONLY

Rev 11.11.2022



THE MOUNT SINAI HEALTH SYSTEM
CONSENT FORM TO VOLUNTEER IN A RESEARCH STUDY

AND AUTHORIZATION FOR USE AND DISCLOSURE OF MEDICAL INFORMATION

Page 12 of 22

Form Version Date:

Group Risks - Although weyour name will not givebe given to researchers-yeurrame;
we-willgive-them, basic information such as your race, ethnic group, and sex_may

be shared. This information helps researchers learn whether the factors that lead to
health problems are the same in different groups of people. It is possible that such
findings could one day help people of the same race, ethnic group, or sex as you.
However, they could also be used to support harmful stereotypes or even-promete
discrimination.

Privacy Risks — Your name and other information that could directly identify you (such
as an address, date of birth or social security number) will never be placed into a
database [if true]. However, because your genetic information is unique to you, there
is a small chance that someone could trace it back to you. The risk of this happening
is very small, but may grow in the future. Since the database contains genetic
information, a break in security may also pose a potential risk to blood relatives as
well as yourself. For example, it could be used to make it harder for you (or your
relative) to get or keep a job or insurance. -If your private information was misused,
it is possible you would—alse experience other harms, such as stress, anxiety,
stigmatization, or embarrassment from revealing information about your family
relationships, ethnic heritage, or health conditions.

Insurance Risks — There is a Federal law called the Genetic Information
Nondiscrimination Act (GINA). tr-generak—thisThis law makes it illegal for health
insurance companies, group health plans, and most employers of over 15 people to
discriminate against you based on your genetic information. However, it does not
protect you against discrimination by companies that sell life insurance, disability
insurance, or long-term care insurance.

OTHER RPOSSIBLEE-OPTIONS TO CONSIDER:

You may decide not to take part in this research study-witheut-any-penalty—. If you decide not to take
part, this will not affect the clinical care you receive at Mount Sinai. The choice is totally up to you.

IN CASE OF INJURY DURING THIS RESEARCH STUDY

If you believe that you-have-suffered-an-injury-related-tebeing in this research as-a-participantin-this
study_has harmed you, you should contact the Prineipal-trvestigaterLead Researcher. Their contact

information is listed at the beginning of this consent form.

If you are injured or made sick from taking part in this researeh-study, you will get medical care-wil-be

provided-:. The spensergroup funding this research study will reimburse-yourpay you for any
reasonable and necessary medical expenses ferdiaghesisto diagnose and treatmentof-atreat

research-related injury or illness.
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This does not prevent you from seeking payment for injury related to malpractice or negligence.
ContaetYou can contact the investigaterLead Researcher for more information.

The Centers for Medicare and Medicaid Services (CMS};) is the government agency that agministers
the—oversees Medicare and Medicaid—programs.—has—stated—that-. Funding agencies who make
payments by—a—clinical-trial-spensorfor injuries related to a—trial-are—aform—ofliability-insurance
thatstudies must Iee—reperteelreport pavments to CMS As—a—resutt—#—the—spenser—pays—tepany—medreal

to perterm—these—tasks—the—spenser—(er—tts—delegate}do th|s the funder must have certaln mdmduauy
identifiable-information about you, such as your name, date of birth, Social Security Number, EMS-Claim

NumberMedlcare or Medlcald ID numbers date of |njuryl and descrlptlon ofi |njury Beeausethespenser

agreeelThe fundlnq agency is onIv allowed to use thls mformatlon enty—terto report payments reIated to

the purpoeses—deseribed-ininjury should this paragraphbe necessary or as otherwise specified in the
Authorization to Use and Disclose Protected Health Information section, which is included below.

If you are injured or made sick from taking part in this research study, you will get medical care-wil-be
provided:. Generally, thiscareit will be billed to you or your insurance-in-the-ordinary-mannerand-you.
You will be responsible for all treatment costs not covered by your insurance, including deductibles, eo-
payrmentscopayments, and coinsurance. -This does not prevent you from seeking payment for injury
related to malpractice or negligence. CentactYou can contact the investigaterLead Researcher for more
information.

ENDING PARTICIPATION IN THE RESEARCH STUDY:

You may stop taking part in this research-study at any time-withoutany-penalty—This-willnotaffect. No
matter what you choose, your ab#ny—t&reeew&medteal—care at—an%ef—theand beneflts throuqh Mount

edwill not be

negatively |mpacted

If you decide to stop being in the research—study, please contact the PrincipaltnvestigatorLead
Researcher or the research staff.

You may also withdraw your permission for the researchers to use and share any of your protected
information for research, but you must do so in writing to the Lead Researcher at the address on the
first page. Even if you withdraw your permission, the Lead Researcher may still use the information that
was already collected if that information is necessary to complete the research study. Your health
information may still be used or shared after you withdraw your authorization if you have an adverse
event (a bad effect) from taking part in the research study.
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If you decide to stop being in the research study, the following may occur:

If you stop being in the research study, already-cellectedthe research team may not remove information
may—hot-be-removed-fromthey have already placed in the research-study database, and willmay
continue to be-used-to-complete-the research-analysis.use that data as part of this study. ¥euThe
research team may be-askedask you whether the-study-doectorthey can continue to collect information

from your routine-medical care—Hyou-agreethis-data-willbe-handled-the same-asresearch-datarecord.

If you decide you don’t want your samplesdata and/or datasamples to be used for research anymore,
you can contact the researcher and ask to have your samples-andlordataremovedfromfutdre use.data
and/or samples withdrawn or labeled so that they will not to be used in additional projects or shared. If
any—samples—or—your data and/or samples have already been shared with researchers, those
researchers will be asked to stop using them. However, if any data and/or samples have already been
shared without your identity or a linking code, it won’t be possible to retrieve them-because-no-one-will

know-who-you-are—Samples-and-data. Data and/or samples that have already been used will not be
affected by your decrsron Any—samples—anel#er— If your data that—are—stlu—hrﬂeed—te—yeer—rdermty—bya—eede

plaee—lt—yearand/or samples have already been deposned in an external reposﬂory, the study team WI||
request that your data and/or samples be removed.

Withdrawal without your consent: The study—deoctorLead Researcher, the spenserfunder or the
institutionMount_Sinai may stop your involvement in this research study at any time without your
consent. This may be because the research study is being stopped, the instructions of the
studyresearch team have not been followed, the investigaterLead Researcher believes it is in your best
interest, or for any other reason. If specimens-er-data_and/or samples have been stored as part of the

research study, they too can be destroyed Wlthout your consent H-applicable—add—More—possible

CONTACT INFORMATION:

If you have any questions, concerns; or complaints at any time about this research, or you think the
research has harmed you, please contact the office of the research team and/or the Prineipal
trvestigaterLead Researcher at phone number

If yeae*per—reneethere |s an emergencyﬁenng—yeueparﬂerpatm&nﬁhr&researeh—emqtaee[eustem&e
B please call XXX-XXX-
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XXXX or call 911 or go to the emergency room—ete-}.. Let the emergency room staff know you are in a
research study so they can contact the Lead Researcher if needed.

DISCLOSURE OF FINANCIAL INTERESTS:

Semetimes—physiciansiresearchersreceivepaymentsResearchers sometimes get paid for consulting
or similardoing work pet:femqed—for mdustw—Eﬁeetweéep%ember—E@MAeuntém&—rewews—enJy

een#rets—ef—m%erest—compames that produce druqs bIO|OQICS or medlcal dewces If you have questlons

regarding industry relationships, we-encedrage-you_are encouraged to talk yourphysicianiresearcherto
the Lead Researcher or visit our website at http://icahn.mssm.edu/ where Mount Sinai publicly discloses

the industry relationships of our faculty.

Ad it appi :

The company sponsoring this research study manufacturesmakes the drug/ or device (research teams
should update the choice depending on the study) being tested and-se has a financial interest that could
be affected by the outcome of this research study.

The Prineipal-tnvestigators—DepartmentLead Researcher’'s department has a financial interest that

could be affected by the outcome of this research study or The Lead Researcher’s department receives

significant support from the research study-spenser—{Statements#2-and-#3-may-be-combinredina
single-statement—when-applicabledfunder.

Fhe-costs-of- doingResearchers and/or their departments receive money from the company sponsoring

this research are-paid-based on the-number-of patients-enrolled-how many participants they enroll.

MAINTAINING CONFIDENTIALITY — HIPAA AUTHORIZATION:
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As you-take-part in
and-share-of this study, some of your prlvate and/or protected health mformanon-@eneatent-wmh%he

federal will be obtained, used, and shared with your permission. There is a Federal Health Insurance

Portability and Accountability Act (HIPAA}-we-are-asking-yyour-permission-to-receiveuse-and-share)
that infermation-makes sure this is done correctly and safely.

What is protected health information (PHI)?
PHI is the combination of two things:
1. PHI contains information that identifies you. It will be used to contact you and link you to your
health information, like name, date of birth, medical record number, and address.
2. PHI also contains health information, including information about your mental and physical
health from your visits to doctors or hospitals, or from study visits.

Every time you visit a hospital or your doctor, PHI is created and recorded in your medical record by
your healthcare providers. In the same way, the PHI created as part of this study will be linked to who
you are and your medical information.

What PHI is collected and used in this research study, and might also be shared with others?

As part of this research-projeetstudy, the research team at the hospital(s) involved in the research will
collect your

During the study, the researchers will gather information by:

— Reviewing and/or taking ayour medical history (includes current and past medications or
therapies, illnesses, conditions or symptoms, family medical history, allergies, etc.)

— deingDoing a physical examination that generally also includes blood pressure reading, heart
rate, breathing rate, and temperature.

— completingCompleting the tests, procedures, questionnaires and interviews explained in the
description section of this consent.

— reviewingReviewing HIV-related information, which includes any information indicating that you
have had an HIV--related test, or have HIV infection, HIV—related illness or AIDS, or any
information which could indicate that you have been potentially exposed to HIV.

—reviewingReviewing genetic tests
—  vowingemoatlhoolihroesrds)
— reviewingReviewing mental health records.

— Reviewing alcohol and/or substance abuse records.
- Rewewmq psychotherapy notes.

Why is your protected-health-PHI being used?
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Researchers need the information being-used?

Yeour-personalcontactinformation-is-important to-be-able-tothat identifies you so they can contact you
during the study. ¥eurThey need your health information and the results of any tests and procedures
being collected as part of this research-study willbe-used-forto answer the guestions posed in the study.
The purpose of thisthe study as—explainedis discussed earlier in this consent form. Fhe-Before
researchers analyze the data, they remove any information that would let others know who you are or
that you took part in the study. If researchers publish or present study results ef-this-study—could-be
published-orpresented-at scientific meetings, lectures, or other events, buttheir presentations would not
include any information that would let others know who you are, unless you give separate permission
to do so.

The PrineipabnvestigaterLead Researcher may also use and share the results of these tests and

procedures te-treat-you-in-collaboration-with-others-inthewith other healthcare providers at Mount Sinai
Health-System-

who are involved in your care or treatment. The research team and other authorized members of The
Mount Sinai Health System (“Mount Sinai”) workforce may use and share your information to ensure
that the research meets legal, institutional or accreditation requirements. For example-the-School's:

e The Mount Sinai Program for the Protection of Human Subjects is responsible for overseeing
research on human subjeets;participants and may need to see your information.

e If you receive any payments for taking part in this study, the Mount Sinai Finance Department
may need your name, address, social security number, payment amount, and related
information for tax reporting purposes.

e If the research team uncovers abuse, neglect, or reportable diseases, this information may be
disclosed to appropriate authorities.

Who, outside Mount Sinai, might receive your pretected-health-informationPH|?
As part of the study, the Principat-tnvestigater—studylLead Researcher, research team and others in the
Mount Sinai workforce may disclose your protected-health-informationPHI, including the results of the
research study tests and procedures, to the following people or organizations: (It is possible that there
may be changes to the list during this research study; you may request an up-to-date list at any time by
contactlng the PrineipaHnvestigaterLead Researcher.)
The United States Department of Health and Human Services (DHHS) and the Office of
Human Research Protection (OHRP) (the government organization that is responsible for
protecting human research participants).

- Other collaborating research center(s) and their associated research/clinical staff who are
working with the investigatersresearchers on this project: List all sites; if greater than 6, list
the first 6 and add: and other sites available on request.

- Research data coordinating office and/or their representative(s) who will be responsible for
collecting results and findings from all the centers:

- Outside laboratory who will be performing laboratory analysis for all the research centers
involved in this project:
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- The commercial sponsor and/or their representative (who will use the results for submissions
to the Food and Drug Administration_(the government organization that approves drugs or
devices for medical use):

- The sponsoring government agency and/or their representativerepresentatives who need to

confirm the accuracy of the results submitted to the government or the use of government
funds:

- Contract Research Organization (whose job is to help organizations fulfill their
responsibilities in the research and development process):

- A Data Safety Monitoring Board or other committee that will monitor the study on an ongoing
basis for safety.

- The United States Food and Drug Admlnrstratron

- If you are a prisoner, your medical and/or research records may also be given to officials
and agencies within the criminal justice system when necessary and permitted by law.
- Others:

In all disclosures outside of Mount Sinai, you will not be identified by [name, social security number,
address, telephone number, or any other direct personal identifier] unless disclosure of the direct
identifier is required by law. Some records and information disclosed may be identified with a unique
code number. The Principal-tnvestigatorLead Researcher will ensure that the key to the code will be
kept in a locked file, or will be securely stored electronically. The code will not be used to link the
information back to you without your permission, unless the law requires it, or rarely if the Institutional
Review Board (IRB) allows it after determining that there would be minimal risk to your privacy. It is
possible that a sponsor or their representatives, a data coordinating office, a contract research
organization, may come to inspect your records. Even if those records are identifiable when inspected,
the information leaving the institution erI be stripped of drrect |dent|f|ers Addrtronally, when applicable,
the monitors, auditors, the IRB,
Health-and-Human-ServicesOHRP, as WeII as the Food and Drug Admlnrstratron (FDA) WI|| be granted
direct access to your medical records for verification of the research procedures and data. OHRP and
FDA are authorized to remove information with identifiers if necessary to complete their task. By signing
this document you are authorizing this access. We-may-publish-theThe results of this research- may be

published. However, we-will-keep-your name and other identifying information_will be kept confidential.

In almost all disclosures outside of Mount Sinai, you will not be identified by name, social security
number, address, telephone number, or any other direct personal identifier. Some records and
information disclosed may be identified with a unique code number. The PrincipatnvestigaterLead
Researcher will ensure that the key to the code will be kept in a locked file; or will be securely stored
electronically. The code will not be used to link the information back to you without your permission,
unless the Institutional Review Board (IRB) allows it after determining that there would be minimal risk
to your privacy. The Certificate of Confidentiality obtained from the Department of Health and Human
Services will not be used to prevent disclosure to local authorities of child abuse and neglect, or harm
to self or others. It is possible that a sponsor or their representatives, a data coordinating office, era
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contract research organization, wilmay come to inspect your records. Even if those records are
identifiable when inspected, the information leaving the institution will be stripped of direct identifiers.
Additionally, the Office of Human Subjects Protection {OHRP) of the Department of Health-and Human
Services, as well as the Food and Drug Administration (FDA) will be granted direct access to your
medical records for verification of the research procedures and data. FheyOHRP and FDA are
authorized to remove information with identifiers if necessary to complete their task. By signing this
document, you are authorizing this access. We-maypublish-theThe results of this research-_may be

published. However, we-wil-keep-your name and other identifying information_will be kept confidential.

For how long will Mount Sinai be able to use or disclose your pretected-health-infermation2PHI? Your
authorization for use of your pretected-health-infermationPHI for this specific study does not expire.

Will you be able to access your records?

During your participation in this study, you will not be able to access your medical records. This will-beis
done to prevent the knowledge of study results from affecting the reliability of the study. Your information
will be available should an emergency arise that would require your treating physician to know this
information to best treat you. You will have access to your medical record and any study information
that is part of that record when the study is over or earlier, if possible. The investigaterresearch team is
not required to release te-you-research information_to you that is not part of your medical record.

During your participation in this study, you will have access to your medical record and any study
information that is part of that record. The investigaterresearch team is not required to release to-you
research information_to you that is not part of your medical record.

Do you need to give dsthe researchers permission to obtain, use or share your health-infermationPHI?
NO! If you decide not to let usthe research team obtain, use or share your health-informationPHI, you
should not sign this form, and you will not be allowed to volunteer in the research study. If you do not
sign, it will not affect your treatment, payment, or enroliment in any health plans or affect your eligibility
for benefits.

Can you change your mind?

¥eu-If you decide to stop being in the study, please contact the Lead Researcher or the research staff.
The research team may ask you whether they can continue to collect information from your medical
record. You will also have to decide if you wish to limit the continued use of the information collected
during the study. Under US privacy laws you may also withdraw your permission for the researchers to
use and diselesure-efshare any of your protected information for research, but you must do so in writing
to the PrincipalinvestigaterLead Researcher at the address on the first page.

Even if you withdraw your permission, the PrineipatHnvestigatorfortheresearch-studylLead Researcher
may still use yeurprotectedthe information that was already collected-H-that-information-is-hecessary,

but only to complete thethis research study. Your health information may still be used or shared after
you withdraw your authorization if you sheuld-have an adverse event (a bad effect) from being-in-the
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If you have not already received it, you will also be given The Hospital’'s Notice of Privacy Practices that
contains more information about how The Hospital uses and discloses your protected—health

It is important for you to understand that once information is disclosed to others outside Mount Sinai,
the information may be re- dlsclosed and WI|| no Ionger be covered by the federal prlvacy protection
regulations. ; A ;
regetatrensHowever Where pOSSIble Mount Slnal has entered into agreements with those who WI||
receive your information to continue to protect your confidentiality.

If aspartof-thisresearch-projectresearchers are reviewing your medical records are-beingreviewed;-or
aasking questions about your medical history is-beirgtakenor conditions, it is possible that Hi/-related
they may learn information may-be-revealed-related to theresearchers—your HIV status. If that is the
case, the following information concerns you. -If thisresearch-doesresearchers are not invelve-any
review-efreviewing your medical records or asking questions about your medical history or conditions,

then you may ignore the following section-may-be-ighered—.

Notice Concerning HIV-Related Information

If you are authorizing the release of HIV-related information, you should be aware that the recipient(s) is
(are) prohibited from re-disclosing any HIV-related information without your authorization unless permitted
to do so under federal or state law. -You also have a right to request a list of people who may receive or use
your HIV-related information without authorization.- If you experience discrimination because of the release
or disclosure of HIV-related information, you may contact the New York State Division of Human Rights at
(888) 392-3644 or the New York City Commission on Human Rights at (212) 306-5070. -These agencies
are responsible for protecting your rights.

Certificate of Confidentiality: To further protect your privacy, the researchers have obtained a Certificate
of Confidentiality from the Department of Health and Human Services. This is intended to ensure that
your identity as a participant in this research study will not have to be disclosed as a result from a
subpoena, for the purpose of identifying you in any federal, state, or local civil, criminal, administrative,
legislative, or other proceedings other than to the FDA or OHRP as identified above.

The research staff will not share any of your researchpersonal information—, study data and/or
biespeeimenssamples with anyone who is not a member of the research team, including any family
members or friends, other than te-those identified above. However, you should know that if we-learnit
is learned that you or someone else is threatened with serious harm, such as a child or an elderly person
being abused, the investigatorsresearch team may notify the appropriate authorities if necessary to
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protect you or others. A Certificate of Confidentiality does not prevent you or a member of your family
from voluntarily releasing information about yourself or your involvement in this research. This means
that you and your family must also actively protect your own privacy. If an insurer or employer learns
about your research participation, and you agree that they can have your research information, then
the researchers may not use the Certificate of Confidentiality to keep this information from them.

How the Institutional Review Board (IRB) can help you:

This research has been reviewed and approved by an Institutional Review Board (IRB). You may reach
a representative of the Mount Sinai Program for Protection of Human Subjects at telephone number
(212) 824-8200 during regular work hours (Monday-Friday, 9am-5pm, excluding holidays) for any of the
reasons listed below. This office will direct your call to the right person within the Mount Sinai Health
System:

e Your guestions, concerns, or complaints are not being answered by the research team.

e You cannot reach the research team.

e You are not comfortable talking to the research team.
e You have guestions about your rights as a research participant.
e You want to get information or provide input about this research.
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ADULT PARTICIPANT:
Your signature below documents your permission to take part in this research study and to the use and
disclosure of your protected health information. A signed and dated copy will be given to you.

Signature of subjeet—Participant Printed Name of SubjeetParticipant Date
Time

PERSON EXPLAINING STUDY AND OBTAINING CONSENT:

Signature of censentdelegateConsent Delegate  Printed Name of censent—delegateConsent
Delegate Date Time

WITNESS SECTION:

My signature below documents that the information in the consent document and any other written
information was accurately explained to, and apparently understood by, the subjectparticipant, and that
consent was freely given by the subjeetparticipant.

Signature of Witness Printed Name of Witness Date Time
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