Institutional Review Board
Informed Consent Document for Research
STUDY SITE INFORMATION

Study Title: The ARDS, Pneumonia, and Sepsis (APS) Consortium: A Prospective Observational Study
to Evaluate Phenotypes (Protocol A — Full Protocol)
Version Date: April 13,2024

Part 2 of 2

This informed consent document applies to the primary APS Study.

Site Name: Vanderbilt University Medical Center
Site Principal Investigator:

Site Principal Investigator Contact:

Site Study Coordinator (if applicable):

Site Study Coordinator Contact (if applicable):

This part of the consent form is specific to study participation at yoursite only. Before making your
decision, both the site-specificinformation and the general study information should be reviewed with
you. Your medical record will contain a note saying you are in a research study and may contain some
research information about you. Anyone you authorize to receive your medical record will also get
this information.

Payments for your time spent taking part in this study or expenses:
You will be reimbursed $40 for each survey that you complete afteryou are released from the hospital
(one each at 3-months, 6-months, and 12-months, totaling up to $120).

You are notallowed to acceptany money fortaking part in thisstudyif 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/or
foreign policy laws. You canstill take part inthe study however, youwill notbe paidifyouare a
resident of acountry restricted by the U.S. government’s comprehensive territorial sanctions orif you
are listed onthe U.S. Treasury Department’s Office of Foreign Assets Control’s Specially Designated
Nationals (SDN) list of prohibited individuals. You do not have to say why you choose notto be paid.

Costs to you if you take part in this study:
There is no cost to you for taking part in this study.

Payment in case you are injured because of this research study:

Ifitis determined by Vanderbiltand your study doctor thatan injury occurred as a direct result of the
research, thenyouand/oryour insurance will not have to pay for the cost of immediate medical care
provided atVanderbiltto treat the injury.
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There are no plans for Vanderbilt orthe Sponsorto pay forany injury caused by the usual care you
would normally receive fortreating yourillness or the costs of any additional care. There are no plans
for Vanderbilt or the Sponsor to give you money forthe injury.

Whoto call for any questions or in case you are injured:
If you should have any questions about this research study or if you feel you have been hurt by beinga
part of this study, please feel freeto contact:

For additional information about giving consent oryour rights as a personin this study, to discuss
problems, concerns, and questions, orto offerinput, pleasefeelfree to call the Vanderbilt University
Medical CenterInstitutional Review Board Office at (615) 322-2918 or toll free at (866) 224-8273.

Confidentiality:

The sponsor, the National Institutes of Health (NIH)) and the Coordinating Center (Vanderbilt University
Medical Center) may share yourinformation and/orsamples, withoutidentifiers, to others oruse it for
otherresearch projects not listed in thisform. The sponsor, Vanderbilt University Medical Center, Dr.
Ware and herstaff will comply with any and all laws regarding the privacy of such information. There
are no plansto pay you for the use or transfer of this de-identified information.

The Sponsor and Coordinating Center may use the health dataand/orsamples senttothem:

e Todevelopnew tests

e Forotheractivities (such asdevelopment and regulatory)

e As part of research activities related to the study of diseases and the development of drugs and
testsusedto treat diseases.

e Toallowoutside researchersto use clinical datathat does not identify you.

The Sponsor may transfer health dataaboutyou fromyour country to othercountries where the privacy
laws may not be as strict. Once the research team shares health dataabout you with others, it may no
longerbe protected by privacy laws. Therefore, itisthe intent of the study doctor, study staff, and
Sponsorthat the health datathat is sentto the Sponsor or used in scientific presentations and
publications will notidentify you. Forthese uses, the Sponsor and Coordinating Center may share this
health dataand/or samples with othersinvolved in these activities, as long as they agree to only use the
health dataas described here.
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This study is supported from the National Institutes of Health (NIH). Your study information is protected
by a Certificate of Confidentiality. This Certificate allows us, in some cases, to refuse to give outyour
information evenif requested using legal 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 fromdisclosing yourinformation if we learn of possible
harm to yourself orothers, orif you need medical help.

Disclosures thatyou consenttoin this documentare not protected by the Certificate of
Confidentiality. Thisincludes research data placed into the medical record or sharing research data for
this study or future research. Disclosures to others that you make yourself are also not protected.

Authorizationto Use/Disclose Protected Health Information

What informationis being collected, used, orshared?

To do thisresearch, we will need to collect, use, and share your private health information. By signing
this document, you agree thatyour 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 mayinclude things learned from the procedures described in this consent form, as well as
information from your medical record (which mayincludeinformation such as HIV status, drug, alcohol
or STD treatment, genetictestresults, or mental health treatment).

Who will see, use orshare the information?

The people who may request, receiveoruse your private health information include the researchersand
theirstaff. Additionally, we may share yourinformation with other peopleat Vanderbilt, forexample if
needed foryourclinical care or study oversight. By signingthisform, you give permissiontothe
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, government agencies, othersitesin the study, data managers and otheragentsand
contractors used by the study team. We try to make sure that everyone who sees yourinformation
keepsitconfidential, but we cannot guarantee that yourinformation will not be shared with others. If
your informationis disclosed by your health care providers or the research team to others, federal and
state confidentiality laws may no longer protectit.

Do you have to sign this Authorization?
You do not have to sign this Authorization, butif you do not, you may not join the study.
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How long will yourinformation be used orshared?
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 contactinformation providedin this
consentform. Your cancellation willnot affectinformation already collected in the study, or
information that has already been shared with others beforeyou cancelled your authorization.

To cancel authorization for participation in this study, please contact:

If you decide not to take part in this research study, it will not affect your treatment, payment or
enrollmentin any health plans or affect your ability to get benefits. You will geta copy of this form
afteritis signed.
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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 verbally. All my
questions have been answered, and | freely and voluntarily choose to take part in this study.

Please check one of the boxes below to indicate what you are consenting to in this study.

] Checkthis boxif you consentto the full study.

Checkthis boxif you do not consent to the full study but agree to allow dataand
] biospecimens already collected to be used forresearch and for the study teamto get
information from your medical record.

Date Signature of patient/volunteer

Consent obtained by:

Date Signature

Printed Name and Title

Time:
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Signature Form for a Health Care Decision-Maker/Surrogate

I, [name of decision-maker/surrogate],
am the [state relationship to participant]
of [state participant’sname]. | have read
the informed consentdocumentorit has been explained to me. | have had the opportunity to ask any
questions and all of my questions have been answered. | have beeninformed that

[participant’s name] will be enteringinto aresearch study. | believe participatingin
this study would be inthe interests of [participant’s name]
and is consistent with what he/she would have decided had he/shebeen ableto do so.

Your decision to allow your family member/friend to participate in this research study is voluntary. You
may choose notto allow his/her participation without affecting his/her healthcare/services or other
rights. You are also free to withdraw him/herfrom this study atany time. Inthe eventnew information
becomesavailablethat may affect the risks or benefits associated with this research study oryour
willingness to allow continued participation in this research study, you will be notified so that you can
make an informed decision whetheror not to continue your family member/friend’s participation in this
study. Your family member/friend will periodically be re-evaluated forthe capacity to give consent. If
he/she isfoundto be capable, continued participation in this study would only occur with his/her
consent.

Please check one of the boxes below to indicate what you are consenting to in this study.

[] | Checkthisboxifyou consenttothe full study.

Check this box if you do not consent to the full study but agree to allow dataand
[] | biospecimensalready collected to be used for research and for the study teamto get
information from your medical record.

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

/ /
Signature of Witness Date

/ /
Name and Signature of person obtaining consent Date

Pate of IRB Approval: 04/20/2024  Institutional Review Board
Date of Expiration: 04/09/2025 VANDERBILT



