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Introduction Page

1 * Abbreviated Title:
SASH

2 ~Full Title: .
Soclal Work Assistance and Stipends for Housing (SASH): Improving Qulcomes for Homeless Falients Receiving Methadone for Oploid Use Disorder

* Select Type of Submission:
@ 1RB Application

O Humanilarian Use Device (for FDA approved Indication & non-research purposes ONLY}
O Single Pallent Expanded Access (pre-use)
O Single Patfient Emergency Use {post-use)

O Linsure If this proposal raqulres IRB review (Not Human Subject Researéh}

Note: The Type of Submission cannot be changed after this application has bedn submitted for review.

4 Original Verslon #:

B2 VIEVHIDFET00A33C00
Nama: v2_nirochiction Pago
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Research Team Information

1 *Principal Investigator - Who is the PI for this study {person must have faculty status)? Faculty status is defined as being
a full-time (>51% effort) faculty member holding one of the following titles at UM: Professor; Associate

Professor; Assistant Professor.
Max Spaderna

CITI Training: 1000009551

* Does the Principal Investigator have a potentlal conflict of interest, financial or otherwise, related to this research?

O Yes o

2 Point of Contact - Who Is the alternative peoint of contact for the PI? This person can be a study coordinator or any other study
team member. In case the IRB cannot contact the PI, this persen is a secondary person to contact:
Heather Fitzsimaons
CITI Tralning:iDoo015826

21 Does the Point of Contact have a potential conflict of interest, financial or otherwise, related to this research?

QO Yes @@ No
3 Other Team Members - list al} additional members of the research team for this study. DO NOT include the PI or POC In this
list:
Name Edit Submission c¢c on Email Research Role Has SFI? CITi Training
View Jewsll Benford ne no Research Team Member no 000002320
Vlew Aaron Greenblatt yes yes Sub-~Investigator no ID0O0008E17
view Hannah Smith no ne Research Team Member . ne 1D00020303

IMPORTANT NOTE: All research team members (Inckuding PI} must have current CITl and HIPAA training completed,

1D: VIEW4DFBSCH 6F2800
Nams: v2_Resasrch Toom Information
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Resources
If this study is a collaborative UM/VA study, please clarify which resources are being used at each institution.

1 * Describe the time that the Principal Investigator will devote to conducting and completing the research:
The principal invastigator will devote 5% FTE conducting and completing this project over 12 months.

2 *Describe the facllities where research procedures are conducted:
The study will take place at the Universily of Maryland Addiction Treatment Program {ATP), a certified substance use treatment program that collecates substance use
treatment, medical care, wellness programs, and research.

3 *Describe the availabllity of medical and/or psychological resources that subjects might need as a rasult of antlcipated
cansaquences of the human research:
The principal investigater, Max Spaderna, Is a board-cerlified psychialrisl with eight years of experience as an attending psychlatrist. One of the Investigators, Aaron
Greanblat, s the medical direstor of the ATP, and another Investigator, Samuszl Liltls, s an Assoclate Dean at the Schooi of Social Work. The ATP is staffed with
physictans trained in a varlely of fields Including Intemal Medicine, Family Medicine, and Psychlatry, and It is staffed with PhD-fralned psycheloglsts, social workers, and
certified substance use counselors, A member of the clinic social work team will cary out the study's social work Intervention and manage the housing vouchers on
bshalf of the participants. The entire social work leam s suparvised by a LCSW-C. Al the slaff involved with this study will be accessible to the participants if emergent
Issuass need to be addressed.

4  +Describe the process to ensure that all persons assisting with the research are adequately informed about the protocol, the

research procedures, and thelr duties and functions:
Regularly scheduled mestings bafore and during the study will ensure everyone involved In the study is aware of the study's protocols, research procedures, and
rasponsibilities.

1D: VIEWADFB30BE78400
Name: ¥2_Resowces

3of54 3/18/2025, 10:43 AM



HP-00100771 https://cicero.umaryland.edv/Cicero/app/portal/smartform/printProjec...

HR-00100771 Siles Where Research Will Be Conducted_V2

Sites Where Research Activities Will Be Conducted

1 +*Isthis study a;
O Mulii-site

@ singlo Site

2 *Are you relying on an external IRB (not UM) to be the IRB of Record for this study?

) ves @ no :

3 *Are any other institutions/organizations relylng on UM to be the IRB of Record for this study?

O Yes @ No

31
Attach the applicable regulatory docurnents here {i.e., IRB Authorization Agreement {IAA), FWA, local ethlcs approval, ather

IRB approvals, etc.). Final UM approval will be contingent upon final execution of all required regulatery approvals;
Name Created Modified Date

There are no items to display

4 *Is UM the Coordinating Center for this study? (Applicable for multi-site studigs. A Coordinating Center is responsible for
overall data management, monitoring and communication among all sites, and general oversight of conduct of the project.)

OYes ‘ Ne

5  Is VA the Coordinating Center for this study? {Applicable for Collaberative studies between the VA, UM and other sites, A
Coordinating Center Is responsible for overall data management, monitoring and communication among all sites, and genaral
oversight of conduct of the project)

O yes @ No

6  *Institution(s) where the research activities will be performed:
University of Maryland, Baltimore

University of Maryland, Upper Chesapeake Kaufman Cancar Center
VAMHCS

UMB School of Medicine

Marlene and Stewart Greensbaum Cancer Genter
University Physteians Ing.

Shock Trauma Center

General Clinical Research Center (GCRC)
Maryiand Psychiatric Research Cenler (MPRC)
Johng Hopkins

International Sites

UMB Dental Clinics

Center for Vaccine Devalopreant

Community Mental Health Centers

Privale Practice in the State of Maryland

Inslitute of Human Virolegy {IHV) Clinical Research Unit
Joslin Center

UME Student Classrooms

National Inslitule of Drug Abuse (NiDA)

Netional Study Center for Trauma and EMS

Univ of MD Cardiology Physicfans at Westminster
Nursing Homes In Maryland

Universily of Maryland Biotechnology Institute

Maryland Department of Health

CoO00000O800C00Cgo0oocoCcoo0Co

Maryland Praton Treatmant Center
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Maunt Washington Pediatric Hospital
Institute of Marins and Environmental Technology {IMET)
Other Sites

University of Maryland Medical System {Selact below)

*UMMS Sites:

docoOoogopopgooocooo A

Unlversity of Maryland Medical Center

UMMC Midtown Campus (formerly Maryland General Hospltal)
UM 8t. Joseph Medical Center

UM Baltimore Washington Medical Center

UM Capitol Region Health

UM Charles Regional Medical Center

UM Shere Medical Cenler al Easton

UM Shore Medical Center at Chestertown

UM Shere Medical Genter ai Dorchester

UM Share Emergency Center at Queenslown

UM Shore Regional Health

https://cicero.umaryland.edw/Cicero/app/portal/smartform/printProjec...

Univarslty of Maryland Rehabilitatien & Crthopaedic Institute (formerly Kernan Hospital)

UM Upger Chesapsake Heallth
UM Upper Chesapeake Medical Genter
UM Harford Memaorial Hospltal

University of Marylaind Communlty Medical Group

1D VIEWHDFEFODF2C000
Nema: v2_Sites \wharo Resedrch Actvitles Wit Bg Conducled
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Funding Information

1 *Indicate who Is funding the study:
Faderal

Industry
Department  Division / Internal
Foundation

Private

ocogoco

Slate Agency

2 *What portion of the research is being funded? {Choose all that apply)
Drug

Device
Staff
Participant Compensation

Procedures

< < < BEE

Other

3 Please discuss any additicnal information regarding funding below:
The funding is from a grant frem the University of Maryland Center for Addictions Ressarch, Edugation, and Service (CARES).

15: VIEWADFBSDF452400
Mame: v2_Funding informelion
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Research Protocol

1+ *Do you have a research protocol to upload?

O Yes

@ No, | do not have a research protocol and will use the CICEROQ application to enter my study Information

2 If Yes, upload the research protocol:
Name Created Meadified Date
There are ng items to display

1D: VIEWWEDOEEIFED000
Name: v2_Rosoarch Protocot
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Risk Level

What is the risk level of your study? (Ultimately, the IRB will determine the appropriate risk lavel and your
designation is subject to change.)

* Choose One:

@ Minimal - The probabllity 8 maganitude of harm/discomfort antlcipatad In the research are not greatar in and of themselves than those ordInarlly
ancountered in daily life or during the performance of routine physical or psychological examinations/tests.

O Greater Than Minimal - Does not meet the definition of Minimal Risk.

1D: VIEWHEQ2805 225600
Name. v2_Risk Levol

8 of 54 3/18/2025, 10:43 AM



HP-00100771 https://cicero.umaryland.edu/Cicero/app/portal/smartform/printProjec...

HP-00100771 Exempt Categories_fFed
Exempt Categories

You indicated on the "Risk Level" page that this study is Minimal Risk.

1 * Please review the following categories to determine if your research may be Exempt from IRB
oversight. If you believe that your study qualifles as Exempt, selact the Category under which It
qualifles. If your research does not qualify as Exempt, select "The research does not qualify as
Exempt”.

Category 1. Research, conducled In established or commonly accepted educational seltings that specifically Involves normal
educatlonal praclices that are not likely to adversely impact students’ opportunity to learn required educational content or the

[:} assessmant of educators whe provide instruction. This includes most research on regular and speclel education Instructional
strategies, and research on the offectlveness of or the comparison among Instrustional leshnigues, currisula, or classreom
manzagement methods,

Category 2; Research that only Includes interacticns involving educatlonal tests (cognitive, diagnoslic, eptiude, achievement), survey
procedurss, Interview procedures, or chservation of publlz behavlor {including visual or auditory recording) if at least one of the
following criterla is met:

I. The Informalion oblained 15 recorded by the Invastigator in such a manner thal the Identlly of the human subjects cannol
readily be ascertained, directly or through Idenlifiers (inked lo the subjects.

[:] it. Any disclosure of the human subjects’ responses oulside the research would not reasenably place the subjects at risk of
criminal or civil liabllity or be damaging to the subjects’ financial standing, employability, educational advancemert, or
reputation.

lii. The information cbialned is recorded by the investigator n such a manner that the Identily of the human subjects can readlly
be escertained, directly or through identifiers linked to the subjects, and an IRB conducts a limitad !RB review to make the
determinaticn requived by .111{a}{7}.

Category 3: Research invalving benign behavioral interventions (brlef in duralion, harmlsss, painless, not physically invasive, not
likely to have a significant advarse lasling impact on the subjacts, and not offensive or embarrassing) in conjunction with the collection
of information from an adult subject through verbai or written respenses (including data entry) or audiovisual recording If the subject
prospeclively agrees to the intervention and information cotlestion and at least one of the following criteria is met:

I,
The information obtained Is recorded by the investigator In such a manner that the idenlity of the human subjects cannot
] readily be ascerlained, directly or through identifiers Iinked to the subjects.

Ii. Any disclosura of the human subjects' responsas cutside the research would not reasonably place the subjects at risk of
criminat or civil liability or be damaging to the subjacts’ financial standing, employability, educational advancement, or
reputation.

iil. The Informatien obtained is recorded by the Investigator in such a manner that the Identity of the human subjects can readlly
be ascertained, directly or through Identifiers [inked (o the subjects, and an IRB conducts a limited IRB review to make the
determinalion required by .111(a)(7).

Category 4: Secondary research for which consent Is nol required: Secondary research uses of identifiable private information or
identifiable bicspecimens, if at least cne of the following criterla s met:

1
The identiflable private informalion or identiflable biospecimens are publicly avallable.

ii. Information, which may Include information about blospacimans, is recorded by the Investigator In such a manner that the
identity of the human subjects cannet readily be ascertained diractly or through Identifiers finked fo lhe subjects, the
Investigator does not contact the subjects, and the invastigator will not re-Identify subjects.

Ill. The research involves cnly Informalion collection and analysis involving the Investigator’s use of identifiable health Information

] when that use is regulated under 45 CFR parts 160 and 164, subparts A and E [HIPAA), for the purposes of “health care
operations” or “research’ as those terms are defined at 45 CFR 164.601 or for "public health aclivities and purposes® as
described under 45 CFR 164.512(h).

Iv, The research Is conducted by, or on behalf of, a Federal departmant or agancy using governiment-generated or government-
collected infermation obtalned for nonresearch activities, If the research generates [dentifiable private Information that is or will
be mainiained on Informaltion teshnology that is subject to and in compliance with section 208(b} of the E-Governmanl Act of
2002, 44 U 5.C. 3501 note, if all of the Identiflable private Information collected, used, or generated as part of the activity will
be mzintalned In systams of records subject to the Privacy Act of 1974, 5 U.5,C, 5523, and, if epplicable, the information used
in the research was collacted sublect to the Paperwork Reduction Acl of 1995, 44 L1,5.C. 3501 et seq,

Catagory 5: Research and demonstration prajects that are conducled or supported by a Fedsral department or agency, or otherwlse
subject to the approval of department ar agency heads {or the approval of the heads of bureaus or other subordinate agencies that
have been delegated aulhority to canduct the research and demonstration projests), and that are designed to siudy, svaluate,

D Improve, or ctherwise examine public bensflt or service programs, Including procedures for ofitaining benefits or services under those
programs, possitle changes In or altematives to those programs or procedures, or possible changes In methods or levels of payment
for benefits or services under those programs. Such projects Include, but are not limited lo, internal studies by Federal employees,
and studies under contracts or consulting arrangements, cooperative agreements, or grants, Exempt projects also include waivers of
otherwise mandatory requirements using authorltles such as sections 1115 and 1115A of the Sccial Securlty Act, as amended.

Category 6: Taste and food qualily evaluation and consumer acceptance studies:

i. If wholesome foods without additives are consumed, or .
D Ii. If a food is consumed that conlains a food ingredient at or below the level and far a use found to be safa, or agricultural
chemical or environmental contaminant at or below the laval found to be safe, by the FDA or approved by the EPA or the Food
Safety and Inspeclion Service of ihe U.S.D.A.

The research does not qualify as Exempt.

10: VIEWBD50FF 455486405
Nama: v2_Exenipl Calegorfes
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Type of Research

1 *Indicate ALL of the types of research procedures invalved In this study {Choose all that apply):
Use of unapproved drug{s)folologic(s) or approved drug(sybiclogic(s) whese use is spaclfied In the protocsl.

Evaluation of foad(s) or dietary supplement(s) to dlagnose, cure, treat, or mitigate a disease or condition.

Use of davice(s) whose use Is specified In the prolocol

Fsychological/Bahavioralifducational Mathod or Procedure (i.e., survey, questionnalres, interviews, focus groups, educational tests).
Sample {Specimen) Collection and/or Analysis (including genetic analysis).

Data Collection or Record Review {i.e., chart review, datasets, secondary data analysis),

aggCcaleooo

None of the abeve,

2 *Is this study a clinical trial OR wili this study be registered at ClInicalTrials.gov?
A clinical trial Is a research study in which one or more human subjects are prospectively assigned to one or more
interventions (which may Include placebo or other control) to evaluate the effects of those Interventions on health-related
blomedical or behavioral outcomes,

@ ves O o

1D: VIEWHEQ 2805692000
Nanre: v2_Yypo of Resaorch
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Lay Summary

t  *Provide a summary of the background and purpose of the study In language that can be understoed by a person without a
medical degree,
BASH Is a feasibility study that will provide an intervention to impreve opioid use disorder (OUD), qualily of e (QOL), and housing cutcomes for homeless palients
receiving medlcations for opicid use disorder (MOUD). To achieve these goals, monthly housing vouchers of $850 that can be used for a broad rangs of temporary
housing included in & list of resources compiled by the study will be used on behalf of the palients in this study. These vouchers will be accompanted by Social Work
assistance to find parmanent housing which wif last the full 12 months of the study. SASH will recruit 8 OUD patisnts receiving MOUD who are struggling with
homelessness, defined as living n an emergency shelter or & place nol meanl for habitation Instsad of a fixed, regular, and adequale nightime resldence. This definition
is consistent with the one used by the U.S. Department of Housing and Urban Development. The palients will ba recrulted from the University of Maryland Addiction
Treatment Program (ATP), a cerfified substance use trealment program thal provides MOUD and callocates medical care, wellness programs, and research. Pafients will
be eligible for SASH if they experienced homelessness during at least 15 of the 30 days preceding the dispensing of the first monii's stipands.
A mamber of the clinic social work leam wlll starl managing the vouchers on behalf of the patients In Septembar 2022. During the first six months of SASH, each monthly
voucher of $850 will be used lo find temporary housing Included on a list compited by the study. The type of housing on this list could include rooms In & private dwelling,
hotel rooms, or living spaces shared with roommates. In addition lo reseiving these vouchars, sach patlent throughout the 12 months of the study will atlend regularly
scheduled meatings at the ATP with member of the clinic soclal work team from the University of Maryland Addiction Treatment Program [ATP). During these meelings,
the member of the clinlc social work team wiil help house the patient and connect the patlent with resources aimed at securing permansnt housing, which could include
obtaining parmanent housing vouchers; connecting the patient with government agencies and services that help indlviduals struggling with homelessness; or obtalning
benefits for which the patient [s efigible.

10 VIEWAEOB05CF 7000
Mama: vi_Ley Summsry
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Justification, Objective, & Research Design

If you uploaded a separate research protocol document in the ‘Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer boxes below. .

* Describe the purpose, specific aims, or objectives of this research, State the hypothesis to be tested:

We hypothesize that eploid use disorder, quality of life, and housing outcomas for homeless palients recaiving madications for opioid use disorder would Improve if they
could access tamporary housing aplions such as a reom In a private dwelling, a hotel reom, or 8 housing arrangement with roommates, This coukd be achlaved by using
monthly housing vouchers 1o assist patients In securing temporary housing and social work assistance lo address housing and unmet social needs.,

* Discuss the research design including but nat limlted to such issues as: probability of group asslgnment, potential for subject

tc be randomized to placebo group, use of control subjects, etc.:

This is 2 feesibility study to dstermine whether It Is achlevable to use monthly housing vouchers to secure femporary heusing and saclal work aseistance lo addrass
housing and other unmet social neads for patients receiving medlcations for oploid uss disorder. All the participants |n this sludy will recelve housing vouchers and soclal
waork asslstance. During the first six months of the study, manthly housing vouchers of $650 will be managed by member of the clinic socizl work team cn behalf of the
particlpants in the study. The vouchers can be used for a wide range of temporary housing eptiens includad on a fist comgzlled by the study. During the twelve months of
the study, participants will meet with mamber of the dlinic social work team at the Addiction Treatment Program to address housing and unmet soclial needs. The
meetings will occur at least monthly and will be a requirement for the parlicipants to banefit from the vouchers.

The principal Investigator will conduct a chart review of the methadone doses that participants recelve in the 3-month period before the study, between Months 3 and 6 of
the sludy, and batwaen Months 9 and 12 of the study. The review of methadaone doses will calculate the number of doses parliclpants recsived and took home with them
instead of recelving &t the clinic. In additlan to a review of methadone doses, the principal investigater will review the rasults of the urine {oxicolegy tests for the
pariicipants In the 3-month perlod befere Ihe start of the study and monthly during the study.

Parlicipants will complete two surveys at Day 0, Month 6, and Month 12 of the study: the QUD Checklist, which rates oploid use disarder symptoms based on the DSM-5
criteria, and the SF-38, which msasures qualily of life. At Months 6 and 12, particlgants will compiete qualilative Interviews to determing how the vouchers and social
work asslslance impacted their financial and social well-being, end whether the SASH Interventlon was useful in combating homelessness. Data on the methadone
doses, resulls of the urine toxicology lests, surveys, and qualitativa Inlerviews will be stored in a password-protected dalabase. The principal investigator will calculate
the percenlage of days participants are homeless during the 6-month perlod whan vouchers are distributad and at Month 12 of the study. The percentage of days
parlicipants are hometess will be calculatad from data collectad by the member of the clinlc soclal work team . These data will be stored In a password-protected
database.

*Describe the relevant prior experlence and gaps In current knowledge. Describe any relevant preliminary data:

Homelessness continues to be a erisls in the United States. It is estimated that on a single night In 2020, approximately 580,000 people were experiencing
homelessnass, and nearly four in ten were living in unsheltered localions. Batwaen 2018 and 2020, the number of people experisncing homelessness increasad by 2
percent, while the number of people staying outdoors increased by 7 percent. Ballimore has also experienced the effecls of homelessness: In 2020 an sstimated 2,193
paople were homeless on any given night In the city. This crisis particularly affscts individuals diagnosed with a psychiatric iiness or substance use disorder (SUD}, who
experience a high prevalence of belng homaless. Belng homeless has been assoclated with greater emargency department usage,4 longer and more expensive
hospitellzations, a reduced qualily of life (QCL), and an Increased risk of mortality, For individuals with cploid use disorder (DUD), hemelessness adds an exira layer of
Burden thal negatively impacls their health outcomes. Homeless individuals with OUD are less likely to access evidence-based OUD trealment Fke pharmacotherapy and
are inore likely to overdese on oplolds.

Fortunately, providing housing to homeless Individuals can greatly improva health outcomes. Over time, reducing homelessness has been shown [o decrease emergency
department visits, hospital days, and health care costs. Providing housing to homeless Individuals has also been shown to benefit individuals with severs psychiatric
iliness and SUD. The documented bensfits of ending homelsssness lend support to the Houslng First modet, which advocates for providing permanent housing lo
homeless Individuals without requiring their parficipation in services, a contrast lo previous models that made parlicipation [n services a prereguisite for recelving housing.
Sludies have demonstrated the health, QOL, and financial benefits of the Houslng First medel, but the model's emphasis on oblaining permanent housing can act as a
barrier for getling homsless Individuzls off the streels and out of shelters. Although oblalning permanent heusing for individuals s the desired outcome, this Is often
difficult to achieve because there Is a shortage of houslng vouchers, and landlords are hesitant to aceepl tenants wilh these vouchers. These impadiments might be
lessened, however, Iif lhe housing options avallable were expandad to Incluge temporary housing like rooms for rant, hotel rooms, and housing arrangements with
roommales. .

A subset of the OUD population in dlre need of interventions tc combat homalessness are patients recalving methadone for OUD {MOUD), whose praevalence of -
homelessness might ba as high as 25 percent. It is imperalive to find interventions that can house this vulnerabls population, as homelessness increases the risk of
discontinuing life-saving MOUD. These are especlally nseded during the fentanyl epidemic, which has caused a rise in overdoses and deathe that have
disproportionately affected Black Americans, who experlence worse OUD outcomes as a result of systamic raclem. Studies investigating the effects of housing homelass
Individuals on MOUD outsomes are mixed. A secondary analysls of a Housing First intervention was not associatad with improving the dispensing of MOUD. However,
another study that provided permanent housing to homeless individuals recelving MOUD found that their rale of retention in methadone reatment was 2.5 limes higher
than a malched group of homeless individuals receiving MOUD who were not glven houslng.

* Provide the sclentific or scholarly background, rationale, and significance of the resesarch and how It will add to exlisting
knowledge: :

The Impact of SASH will be significant, Many patients recelving medicalions for oplold use disorder (MOUD) are homeless and lack the resources o oblaln housing, a
predicament that negalively impacts their medical and opiold use disorder (QUD) care. By benefiting from the vouchers for temporary housing and receiving assistance
from the member of the clinic social work leam, patients could experience an improvement in thelr OUD, which could lead to saveral downsiream health benefits
including fewsr oploid overdoses, Improved psychiatric symptoms, and belter scclal funclioning. Whils previcus studies have shown the benefils of providing permanent
housing o patients recelving MOUD, none have investigated the benefils of providing temporary housing assistance to these patients. The outcomes of SASH would be
wrilten in & manuscript that would be suomilted for publication lo a high-impact Addiction Medizine journal. The results of SASH would also be used as pilot data lo apply
for the Pilot Health Services and Economic Research on the Treatmenl of Drug, Alcohol, and Tobacco Use Disorders R34 grant, This grant would davelop the Irial
desfgn, study protocols, and data enalysis used in an RO grant that would compare patients receiving the inlervention with matched centrols, We would submil the R34
grant for the February 16, 2024, application date.

1D VIEWHEG2B05EADCOD
Nama: v2_dustificerion, Objoctiva, & Research Dasign
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Supporting Literature

1 *Provide a summary of current fiterature related to the research: If you uploaded a separate research protocol
document in the 'Research Protocol’ page, cite the applicable section and page numbers from that document in
the answer box below.

Provlding housing to homeless individuals can greatly Improve health outcomes. Over time, reducing homelessnsss has besn shown to decrease emergency depariment
visils, hospltal days, and health care costs. Providing housing to hemeless Individuals has also been shown 1o benafit Individuals with severe psychlatric illness and
substance use disordar. The documented benefils of ending homelsssness lend support to the Heusling First model, which advocates for providing permanent housing to
homeless Individuals wilthout raquirlng their pariicipation in services, a contrast to previous medels that madse participation in services & prereguistie for recelving housing.
Studles have demonstrated the health, qualiy of INe, and financial benefits of the Housing First medel, but the modei's emphasis on ohlaining permanent housing can acl
as a barrier for getling homeless individuals off the streets and oul of shallers. Although oblairing permanent housing for individuals 1s the desired outeome, this Is often
diffleult to achleve because there Is a shortage of housing vouchers. Particularly affected are patients receiving methadone for oploid use disorder (MOUD), whose
prevalence of homelessness might be as high as 25 percent, Studies investigating the effects of heusing homeless individuals on MOUD outcomes are mixed. A
secondary analysis of a Housing First interventlon was not associated with improving the dispensing of MCUD. However, another study that provided permanent housing
io hemeless Individuals receiving MOUD found that their rate of retention In methadone treatment was 2.5 times higher han a matchad group of homeless individuals
receiving MOUD who were not given housing.
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Study Procedures

If you uploaded a separate research protocol docutment in the ‘Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer boxes below. (If this study is a collaborative UM/VA
study please list each procedure that is being conducted and the locations where it is being conducted.}

1 *Describe all procedures being performed for research purposes only (these procedures would not be done If individuals were
net In the study) and when they are performed, inciuding procedures being performed to monitor subjects for safety or to

minimize risks: :
Curing the first six months of the sludy, a member of the clinle socfal work leam, on behaif of the patients, will manage menthly votichers of $650 that can be used for
temporary housing oplions from a list compiled by the study. These vouchers will be dispensed at the beginning of the month, and member of the clinic soclal work team
will ensure these are used solely for housing purposes. The parlicipants will meet with the member of tha clinlc soclat work team at least onca a month for lwelve months.
These meelings could be scheduled as frequentlly as several imes a week dapending on the Issues needing to be addressed for the participants. Social work asslstance
Is alrsady available to palienis at the Addiction Treatment Program, but the soclal work assistanca offered in this study would be more intensive and tallored specifically
to the needs of the sludy partisipants. Because these meetings weuld address issues that would keap pariiclpants housed after the stugy ends, pearticlpants will be
encouraged to schedule thess meslings more frequently than ence a month.

The goal of these mealings would be to snsure participants remain housed aftar the housing vouchers and study ends. The meetings could accomplish this goal In
several ways, The mambar of the clinic social work team would condusl a needs assessment on the partizipants to determine barders to stable housing and the sources
of income ars already available to the parlicipant. A member of the clinic scclal work tsam could help participants obtain benefits for which they ara eligible like Social
Security Income. Participants could also take part In employment-training services thal would allow them 1o be hired for Jobs and gain Inceme. Once the participants ars
housed, member of the clinic social work team could address issues placing them at risk for losing their housing such as resolving disputes with their landlords or
leaching the participants budgeting strategles lo manage thelr income and rent, The member of the ciinic social work team would help the participants apply for
permanent heusing vouchers from the ity of Baltimore se that the participards remain housed once the study Is over, Attending mestings with the member of the clinic
soctal work team will be required for the housing vouchers to be used on bahalf of the participant, and participants will be removad from the study If they mlss more than
80 percant of scheduled mestings with the member of the clinic seclal work team.

It is hypothesized that the stabillly provided by the housing vouchers and the meelings with member of the clinlc soclal work team would aflow participants te remaln
slably heused after the study ends. There Is a possibility that the $650 housing voucher would not be enough to obtals temporary housing for the perticipants. The
member of the clinic soclal work team could address this situation by helping the participants abtaln sourcss of Income such as benefits for which the parlicipant might be
sligible or helping the participant find employment. Participants might afse have other sources of income through employmant or government bensfits that could
supplament lhe $650 hausing vouchars. Onge the housing vouchers end, the next six months of meetings with he member of the ciinic soclal work team would be
dedicated lo malntaining housing and oblaining parmanent houslng for the participants. If siudy parficlpants are not housed by the end of tha study or If thay become
homeless long after the sludy ends, then the participants would still have access to the soclal work assistance avallable lo all palients at the ATP, This assistance can
help connect patients at the ATP to housing resources, oblain benefits for which they are eligible, find temporary housing, or apply for permanent housing vouchers.

The principal Invastigator will conduct a charl review of the methadeone doses thal participants receiva In the 3-month period befare the study, bstween Menths 3 and & of
the study, and between Months @ and 12 of the study. Tha review of methadone doses will calculate the number of doses partlcipants recelived and took horme with them
instead of racelving at the clinic. In eddition fo a review of methadone doses, the princlpal invesligator will document results of the urine toxicelogy tests for the
participants in the 3-month perlod before the start of the study and monthly during the study. Parlicipants will complele two survays at Day 0, Month 6, and Month 12 of
the study: the CUD Checklist, which rates cpioid use disorder symploms based on the DSM-5 crilerla, and the SF-36, which measures quality of life. At Months 6 and 12,
participants will complste qualitative interviews to delerming how the vouchers and social work assistance impacted their financial and scclal well-being, and whether the
SASH Intervention was useful in combating homelessnass. Dala on the methadone doses, urine toxicology tests, surveys, and qualitative interviews will be stored in a
password-protecied database,

The principal Invesligator will calculate the percentage of days participants are homeless during the 8-month perod when vouchers are distributed and at Month 12 of the
study. The percentage of days particlpants are homeless will be calcutated from data collected by the member of the clinle sccial work team, These data will be stored In
a password-protected database. If there are concerns for the well-heing of any of the participants In the study, including If a participant expresses thoughts to harm thelr
gelf or others, then the princlpal Investigator Max Spaderna, a board-certified psychiatrist, will be notified to address the situation, If there are medical concems, one of
the study Investigators Aarcn Greenblatt, a Famity Medicine physician, will be notified to address the situation. If the situation involves a potenliafly life-threatsning
emergency, then the participant will be sent to the Emergency Departmeant.

2 *Describe all procedures already being performed for diagnostic or treatmeant purposes (If not applicable to the study, enter
"NIATY:
All the participants will be currently recelving methadene for opivid use disorder freatment al the Addletlon Treatment Program.

3 *Describe the duration of an Individual participant's particlpation In the study:
Participants will parlicipate in the study for 12 months.

4 *Describe the amount of time it will take to complete the entire study:
The study will lake 15 menths to complate the sludy and dala analysis.

5 *Describe any additional participant requirements:
Farticipants will be recruitad for the study if they are receiving mathadene from the Addiction Treatment Center at the Unlversity of Maryland and are struggling with
homelassness, which will be defined as lIving In an emergency shelter or a place not meant for habltation Instead of a fixed, ragular, and adeqguate nightiime residence
for at least 15 of the 30 days precading the first month of the siudy.
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Sample Size and Data Analysis

If you uploaded a separate research protocol document in the "Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer boxes below.

4 * Provide the ratlonale and sample size calculations for the proposed target population:
The study will recruit eight participants. This is o feasibiiity study, so the results wlll be used as pilot data to apply for a larger grant.

2 *Provide the plan for data analysis. Include In the description the types of comparlsons that are planned {e.g., comparison of
means, cemparisen of proporticns, regressions, analysis of variance, etc.), which Is the primary comparison/analysls, and
how the analyses proposed will relate to the primary purposes of the study:

All the participants In this study will receive the Intervention. The participants will not be compared with a malched control group. Comparisons of the percenlages of
missed and take-home methadone doses will be compleled In the 3-month period before the sludy, belwesn Months 3 and 6 of the study, and between Months 9 and {2
of the study, Comparisons wit be comeleted of the results of the urine toxicology tests in the 3-month perlod befora the start of the study and each month during the
study. Comparisons will be completed for the GUD Checkllst and SF-36 scores at each of the three time poinis. The analyses will determine how the study interventions
impacted outcomes for oploid use disorder trealment, qualily of life, and housing.

15 VIEWAE02606052800
Name: v2_Semple Size and Date Analysis

15 of 54 3/18/2025, 10:43 AM



HP-00100771 https://cicero.umaryland.edu/Cicero/app/portal/smartform/printProjec...

HP-00100771 Sharing of Results_V2

Sharing of Results
1 *Describe whether results (study results or individual subject results, such as results of investigational diagnostic tests,
genetlc tests, or incidental findings) will be shared with subjects or others (e.g., the subject’s primary care physiclans) and If

50, describe how it will be sharad:
The resulls will not be shared with either the participants or anyens not Involved in the study. The results would be wriiten in a manuscripl, but none of the participants

would be Identiflable by names, and all ths dala would be de-igentified,
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Psychological/Behavioral/Educational Methods & Procedures

You Indicated on the "Type of Research" page that your study Involves a psychologicalibehavioratleducational method or procedure such as a survey,
questionnalre, interview, or focus group.

1 *Select all behavioral methods and procedures which apply to this study:
Surveysiquestionnaires

Key Informant or semi-structured individual interviews

Focus groups or semi-structured group discussions

Audio or video recordingiphotographing

Educational tesls or normal educallonai practices (education inslructional strategies, technigues, curricula, or classroom managemeant methods)
Individual or group behavioral observations

Psychosoclal or behavioral Interventions

Neuropsychological or psychophysiotogical lesling

Degeption

goDoaocoacgs

Other psychosaecial or behavioral procedures
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Surveys/Questionnaires

You indicated that this study involves surveys andfor quastionnaires.

If you uploaded a separate research protocol document in the *Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer boxes below.

1 *List all questionnaires/surveys to be used in the study, including both standardized and non-standardized assessments:
OUD Checklist Score
SF-36
Homeless Days Review Form

2 *Upload a copy of all questionnaires/surveys:

Name Created Modified Date
@4 Homeless Days Review Form(0.07) 7I6/2022 10,39 AM 716/2022 10:39 AM
SF-36 Form.pdf0.01) 5/2/2022 10:02 AM 61212022 10:02 AM
[& oub checklistpdio.01) 5/2/2022 10:02 AM 5/2/2022 10:02 AM

3 *What is the total length of time that each survey Is expeacted to take?
The OUD Checklist wil take 10 minutes, the 5F-36 will taka 15 minutes, and the Homsaless Days Review Form will take 10 minutes..

4  *Are any of the questions likely to cause discomfort in participants or cause harm if their confidentiality were breached? (i.e.,
Illegal actlvitles)

@ ves O o

5  *Do any questions eliclt Information related to the potentiai for harm to self or others?

@ ves (o

51 If Yes, what procedures are in place to assure safety?
All Interviews will be conducted In a private room wih only the parlicipant and research staff conducting the patient present. If a participant makes any statement or
oxhibits any bebavior concerning for self-harm, then the principal Investigator Max Spaderna, who is a board-certifled psychlatrist, will be notified by the interviewer, if tha
participant Is desmed an acute risk for self-harm, then the study team would ensure lhe palient goes the Emergency Department for 2 safety evaluation. If aftsr
discussing the situation, the situation Is deemed not to require an emergency evaluation, than the team can work with the participant lo address any unmet psychiatric
needs Including referring the participant to eutgatient psychlatric treatmant, which Is available al the 1001 clinic. All data will be stored In a password-protected database.
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Interviews

You indicated that this study lnvolves key Informant or seml-structured individual interviews.

1 *Are any of the questions likely to cause discomfort [n participants or cause harm if their confldentiality were breached? (i.e,,
lliegal activities)

@ vos O Ne
2 *Upload a copy of the Interview script or guide that wlil be used to guide the interviews:
Name Created Madified Date
55 SASH Qualitativa Interview Guide(0.01) 6/21/2023 6:45 AM 6/21/2023 8:45 AM

3 *What is the indlvidual duration of each interview and what Is the entire duration of the interviews?
Each intarview will take 30 minutes. Given that there are & participants In the study and each participant will be interviewed twice, the enter duration of the interviews will
be elght hours.

4 *How wlll the interview responses be recorded and by whom?
The Interviews will be recorded on a pagsword-protected computer and stored in a password-grolected datlabase.

5  *Do any questions eliclt information related to the potential for harm to self or others?

(O ves @ No

54 If Yes, what procedures are in place to assure safety?
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Audio or Video Recording/Photographs

You indicated that this study involves audie or video record Ing/phetographing,

* Indicate the type of recording {check all that apply):
Video

Audio
Still Photo
Olher

COo@ao

14
If Other, specify:
2
*What is the purpose of the recording? (i.e., for therapeutic purposes, to establish treatment fidellty, or to establish rellability
of assessments)
The purpcse of audio-recording the Interviews Is to ensure accuracy of the respanses of the partielpants.
3
*Could the recording be likely to cause discomfort in participants or cause harm if their confidentiality were breached?
O Yes ’ No
4

*How will individuals’ identities be protected?
The responses from hase interviews wili be stored on a password-protected computer accegsible oniy to staff Involved in the study.
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Behavioral Intervention

You Indicated that this study Involves psychoesocial or behavioral Interventions.

1 *Describe the Interventlon {duraticn, number of sesslons, focus, ete.):
Starting in Seplember 2022, monthly housing vouchers will be managed by member of the clinic sacial work team on behalf of the alght participants in the study. During
the first six months of the study, the member of the dlinic social work leem will use the monthly $650 vouchers lo obtain temperary heusing included on a list complled by
the sludy. Tha typa of housing on this list could include rooms in a private dwelling, hotel reoms, or living spaces shared with roommates. In additlon {o receiving these
slipends, each parlicipant throughout the 12 months of the study wilt atlend regularly scheduled meelings at the ATP with a member of the clinic social wark team from
the Universily of Maryland Addlction Treatment Program (ATP}.
During these maetings, the member of the clinic soclal work team would conduct a needs assessment on the participant lo determine barriers to the particlpani’s
racelving and remalning In stable housing. The sccial work assistance provided at these meelings would be more Intansivae than whal is usually provided al the ATP, and
the assistance would be individualized to the needs of the participanis. A mamber of the clinlc scoial work leam would help participants obtaln sources of Income by
abtalning government beneflts for which the participants are eliglble or helping the participants gain employment. They would address issues placing the participants at
risk for losing their housing such as dispules with their landlerds or difflculties budgeling finances. They would also help the perticipants apply for permanant housing
vouchers from the city of Baltimore so thal the participants are housed once the study ends. The meetings will be scheduled at least monthly, but particlpants will be
encouraged tc schedule these more frequently.
A mamber of the clinic soclal work team would administer the surveys documenting the percent of days participants are homeless. A member of the clinlc socia) work
team could keep written noles for supervision or treatmant purposes, but no other written documentation from these meetings would be kept for study or research
purposes, The results of the surveys would be uploaded to a password-protected electronic databese, After the results of these surveys are uploaded to the password-
protecled database, any written documentation of these surveys will be discarded In receptacles designaled for desiroying documents with palient-health infarmation,
Wiritten documentation for the member of the clinfc seclal work team wouid nol conlain any information Identifying the participants to ensure cenfidentiality. Any writlten
documentalion needed by the member of the clinic social work team that contained information idenlifying the participents would be kept at the ATP In a locked cabinet
accessible only to staff associated with the study.
Once the housing vouchers end, tha nexl six months of mestings with the member of the dlinic sacial work team would be dedlzated to maintalning housing and obtaining
permanent housing for the participants. if study participants are not housed by the end of the sludy or if they become homeless long after the study ends, then Lhe
participants would still have access to the social work assistance available to all patients al the ATP. This assistance could help connect partisipants fo housing
resources, apply for benefits for which they are eliglble, obtain temporary housing if needed, or apply for permanent housing vouchers.

2 VIEWHEGBT 1 2ASF80G
Naome: v2_Sehavicra! inlervenlions

21 of 54 3/18/2025,10:43 AM



HP-00100771 https://cicero.umaryland edu/Cicero/app/portal/smartform/printProjec...

HP-00100771 Data Collection_Record_v2
Daia Collection/Record Review

You Indicated on the "Type of Research” page that your study involves data collection or racord raview (i.e., chart review, not self-
report).

1 *What type of data will be collected/analyzed in this study? (Check all that apply)
D Relrospeclive/Secondary Analysis {data has already been collected al the time of initial IRB submission)

Prospective {data is not yat in existence andior collected)

2 *WIll this study involve adding data to a registry or database for future use?

O Yos @ e

3 *Will the data be released to anyonza not listed as an investlgator on the protocol?

(O Yes @8 No
3.4 If Yes, give name(s) & affillation(s}:
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Prospective Data

You indicated that the study involves the collection of prospective data.

1 *Where is the data being collected from? {Check all that apply)
{ Medical records

Madlcal Images

Commersial {for profit) entity
Publicly available records
Schaols

Other

Cogoocog

14 If Other, please specify:

2 *What data fields will you have access to/collect for the study? For example, name, initiais, date of irth, Social Security

number, Income, demographic informaticn, family units, housing, etc.
We will have Informallon on names, dates of birth, and doses of methadone. The Information will be stored in a password-protected dalabase to pretect the confidentlality

of participants. Cnly study investigators will have access to this database,

You can also upload a copy of the data flelds/variables to be collected for the study:

Name Created Modified Date
2 Form for Review of Methadons Doses(0,02) 8/24/2022 1:03 PM 6/24/2022 1:06 PM
n&%} Form for Review of Days Homaless(Q.01) 8/24/2022 1:05 PM 6/24/2022 1:05 PM

8/24/2022 1:03 PM 6/24/2022 1:03 PM

Form for Review of Urine Toxicologies(0.01)

10: VIEWEQE 265043500
Marns: v2_Frospaciive Dater
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Clinical Trial Registration

You indicated on the "Type of Research” page that your study is a clinical #rial.

1 *Does the UM Clinical Trials Reglstry policy require registration of this trial?

@ Yes O No

2 *Has this trial been registered?

& ves Oino

16: VIEWIEDDIBFG7BCOG
Narie: v2_Chnical Tial Rogistrelion
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HP-00100771 Clinical Trial Regisltration info_VZ

Clinical Trial Registration Information

You imdicated that this clinical trial has been raglstered.

1 *Was this trial reglstered at www.clinicaltrials.gov?

& Yes O Mo

2 Ifno, was this trial registered on a site other than clinicaltrials.gov?

Q) Yes O Mo
21 If Yes, specify the name of the cther site:
2,2 Provide justification for registering this trial on this site:

3 *Registration Number
NCTOEB03603

10: VIEWAEGSIBF 100800
Nome. v2_Glinfesd Triel Rogisiration Informalion
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Participant Selection

https://sicerc.umaryland.edu/Cicero/app/portal/smartform/printProjec...

Participant Selection_V?2

t+  *How many local potential particlpants (or specimens/charts} do vou anticipate will be screened
for this study? Screening includes determining potential participants’ initial eligibility for and/or
fnterest in a study.

30

2 *How many participants (or specimens, or charts) will be enrolled/used for this study? A local
prospective participant is considered enrolied In the study when a UM-approved Informed Consent
Dacument (not including separate screening consent forms} is signed.

Local - the number belng enrolled at this site;
8

Worldwide - the number being enrclled total at all sites (including lacal enrallment):
8

3 *Gender:
m Male

Female

I

4 a

5 *R

C80GCo80Ccd

coicogoUoa

ge(s):
0 to 27 days (newborn infants)

28 days to 12 months (Infant)

13 months to 23 months (Teddler)
2 to & years {Preschool)

6 to 11 years (Child)

12 o 17 (Adclescents)

18 to 88 years {Adult)

89 years and clder

ace/Ethnicity:
All Races Includad

American Indign or Alaskan Natlve
Asiar/Olher Aslan
Aslan/Vietnamese

Black or African American
Hispanic or Latine

Mixed Race or Ethnicily

Nalive Hawalian or Paclfic Islander

White or Caucasian

* Language(s):

]
]
O
L
£ Japanese
]
8
(]
a
t

English
Chinese
French

ltalian

Korean
Loeal Dialect
Spanish
Vislnamese

Other
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81  Speclfy Other:

*Are you excluding a specific population, sub-group, or class?

(O Yes @ Ne

741
If Yes, Indlcate your justification for excluding a spaclific population, sub-group, class, etc.:

1D: VIEWAEOEG19G D000
MNaria: v2_Parlicipant Sefection

27 of 54 3/18/2025, 10:43 AM



HP-00100771 https://cicero.umaryland, edu/Cicero/app/portal/smartform/printProjec...

HP-00100771 Vulnerable Populations_V2

Vulnerable Populations

1 *Will you be targeting ANY of the followlng Vuinerable Populations for enrollment? (Select all that apply)
[:] Employees or Lab Personnel

[] chidren (Minors)

Cognilively Impaired! Impsired Dacision Making Capachy
Pragnant Women/Fetuses

Wards of the State

Students

Prisoners

Nenviable Neonates or Meonates of Uncerlain Viability

Ecanomically/Educationally Disadvantaged

CafoBoobg

None of the above

Only select populations which you will be targeting for enroilment. Do not include populations that may be enrolled incidentally. Enrgtiment of a vulnerable
population |s consldered to be “targeted” if the study team will be aware that a subjsct is from a vulnerable group as a result of interaction with the subject
or collection of specific Information about the subject, and the research team does not wish to exclude them, “incidental” snrollment is limited to situations

whoere a study team !s unaware that a subject is from a vulnerable group.

1D: VIEWAEOES 10917800
MName: v2_Viinerable Poptlationa
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HP-00100771
Vulnerable Populafions Economically or Educationally Disadvantaged V2

Vulnerable Populations - Economicaliy/Educationally Disadvantaged

You indicated that economlcally or educationally disadvantaged persons are Included In this study.

1 *Describe how you will prevent undue Influence or coercien with this population.
Parilclpation In this sludy wiil be veluntary, and the study team will not use ary coerclon o convince patients at the 10071 clinic to enter the study. The declslen to
participats or conlinue participation In the study will not affect the treatment that participants recelve at the Addiclion Trealment Center. Participants who dacids not fo
participate In the study will slill be eligible for the social work assistance provided at the 1001 clinfe, which could address thelr housing and other unmet sccial nesds.

2 *Describe the addltional safeguards that have been Included in the study to protect the rights and welfare of these

participants.
Participants will undergo an informad consent process, during which pariicipants will be given the opportunity io sk any quastions or bring up any concerns about the
study. The information from this study will not be given to anyone cutsids of the sludy, and it will not be used in the realment participants receive at the Addiclion

Treatment Cenler.

1D: VIEWDDEBFCASE796008
Noms: ve Vunerabfe 0
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HP-00100771 Eligiblity_v2
Eligibility
1 *Do you have an existing Eligibility checkllst(s) for this study?

O ves @ o

114 If Yes, upload here, If you need a template, you can download It by clicking HERE. The checklists you upload will also be
available under the Documents tab of this application.

Name Created Modified Date

There are no items lo display

1.2
If No, create an eligibility checklist below

List inclusion criterfa (List each Inclusion Criterla individually, using the ADD button):

Number Criteria
View 1 Partisipant must be recelving methadone for oplold use disorder treatment at the Unlversity of Maryland Addiction
o Treetment Center,
View 2 Farticipant must e living in an emergency sheller or a place not meant for habitetion instead of & fixed, reguiar
© and adeguate nightfime residence for at lsast 15 of the 30 days preceding the first month of the sludy.
View 3 Participant expects to conlinue receiving methadone treatment at the Addiction Trealment Pragram at the

University of Maryland for at least a year.

List exclusion criteria (List each Exclusion Criteria individually, using the ADD button):

Number Criterla
View 1 Particlpant is unwilling to meet with the member of the clinic soclal work team at the Addiclion Treatment Center for
regularly scheduled appointments to address thelr housing and other unmet secial needs,
View 2 Participant expects to have thelr own houslng within the next three months.
View 3 Parlicipant expecls lo enter an intensive outpatient substance use program ihat has supportive houslng within the
‘ next lhree months,
View 4 Participant has either chiidren or dependents living wilh them.

After entering the inclusion and exclusion criteria above, click the Save link, CICERO will automatically generate a printable
Eligibility Checklist for you to use in your research. To review the checklist, click on the resulting iink below. This checklist is
also available under the Documents tab of this application.

@i Eligibility Checklist for HP-00100771_5 v5-17-2023-1584328253454(0.01)

10 VIEWAEQEST85F 3000
Mame: v2_Elighbiity

30 of 54 3/18/2025, 10:43 AM



HP-00100771

31 of 54

https://cicero,umaryland,edw/Cicero/app/portal/smartform/priniProjec...

HP-00100771 Recruitmant_v2

Recruitment

1.

* Dascribe plans for recruitment, Including the identification of potentlal participants {or acquisition of charts/records/samples)
and initial Interactions with them: (If this study Involves the VA please list all sites at which recruitment will take place.):
Particlpants will be recruiled from the Addiction Treatment Program (ATP) al tha Unlversity of Maryland, The Principal Invesligator Max Spaderna and ATP Med/cal
Diraclor Aaron Graanblatt will lsad recruiiment, Copias of the pre-screcning questionnaire will be ptaced near locked research-from drop boxes located in the waiting
areas of the clinic end collected by designaled research staff. ATP slaff wlil also be made aware of the study and may refer gatients to either these drop boxes or lo
rasearch staff. Research staff that connect wih an interasted candidate wilt nave the person complete the pre-screening quastionnaire, which will be forwarded 10 either
Max Spaderna or Aaron Greenblait, Candidates who pass the pre-screening criterla wiil be discussed at a meeting with the study investigetors to determine which eight
candidates would be most appropriate for the study. Criteria to decida the eight candidates for the study weuld include commitment to recelving methadene reatment at
the ATP, suspected likslihood the candidate would be abls to attend the meetings with the member of the clinic social work team, and likelihood the candidate will remain
homeless withoul receiving lhe sludy inlerventions, After being chosen, the eight candidates will be contacted and infermed abcut being chosen for the study. If the
candidate is Interested in taking part In the study, then & designated staff member of the study will schedule a time to meet with tha candidate to review the Informed
Conseant Form for the sludy. The candidale will be snrolled In the study once they agree to the Infermed Consent Form. If the candidale does not agree to joln the study,
then the study investigators will meet to chocse another candidale for the study.

* Describe measures that will be Implemented to avoid participant cgercion or undue influence (if not applicable to the study,

enter "N/A"):

Enroliment in the study will be voluntary, and participants will be made aware that Ihey do nol have lo accept the member of the clinic social work team managing the
housing vouchers and soclal work assistanca. All parlic/pants will undergo an informed consent process to ensure they understand the risks and benefils of the study. If
prospeclive candidales for the study decide not to parlicipate, the cpioid use trealment and social work asslstanca they already recéive al the ATP will not be affected.

*Who will recruit participants {or acquire charts/records/samples) for this study? (Check ail that apply}
PI

Study Staff
{[C] Third Party

If you are using a third party, specify Third Party Recruiters:

Upload any recruitment tools such as screening/telephene scripts and introductory letters (do not upload advertisements
here):
Name Created Modified Date

&% Criteria for BASH Reciuitment(0.01) 6/21/2023 10:11 AM 8/24/2023 10:11 AM

10 VIEWAEDBOAAGASCOG
Nema: ¥2_Regruilment
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HP-00100771 Advertising V2

Advertising

1 *WIill you be using advertisements to recruit potential participants?

(O Yes & te

10: VIEWHEOBCCFB17000
Narma: v2_Advertisting
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HP-0160771 Research Related Risk_v2

Research Related Risks

If you uploaded a separate research protocol document in the 'Research Protocol’ page, cite the applicable
section and page numbers from that document in the answer box below. '

1 *Individually llst each research-refated risk, using a separate line for each., Next to each risk, delineate the likelihood/

seriousness of the fisk, and the provisions for minimizing the risk:
The risks participants could experlence through their Invelvement in this study are a breech of confidentiality, a loss of privacy, and participant discomfort.

Breach of confidentiality: All information from the study about palients will be stored In a password-prolected database that will only be accessible to staff members
essaciated with the study, Any physical data that cannot be stored on a computer will be stored In a locked cabinet In a securs locatlon at the Addiction Treatment
Program. Only staff directly involvad in the study will have access to this physical data.

Loss of Privacy: The informed consent process, meelings with the social workers, surveys, and Interviews will take place In a privale and closed office at the Addiction
Treatment Program to prolect the privacy of the participants. Only the participant and staff associated with the study will be present in the office. If there Is any cancern
that this iocation Is nof sufficiently pratecting the privacy of the participant, then the meeting will end unill another localion cen be found to profect the privacy of the
participant.

Participant Discomfort: Participants could feel uncamfortable respoending lo the surveys and inlerviews thay will ba asked to complete. Particlpants will be informed that
they can choose not lo answer any question or share any information thal makes them feel uncomforlable during the survays and Interviews,

10: VIEWHE {BO2505F D00
MNemo; v2 Researt) Rolaisd Risks
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Potential Benefits and Alternatives

If you uploaded a separate research protocol document in the ‘Research Protocel’ page, cite the applicable
section and page numbers from that document in the answer boxes below.

1 * Describe the potential direct banefit(s) to participants:
Many individuals recelving methadena for opioid use disorder are homeless and lack the resources to obtain housing, a predicament thal negatively impacts thels
medical and oploid use disorder care. By obtaining the heusing voushers for lemporery housing and soctal work assistancs, thase individuals could experience
Improvements in their oplold use disorder and mathadone treatment, quality of Iife, and housing,

2 *Describe the importance of the knowledge expected to result from the study:
While previous studies have shown the benefils of providing permanent housing o individuals recelving methadone for cplold use disorder, none have Investigated the
benefils of providing temporary housing and social work assistance o these Individuals. The potential beneflls of these Interventions could include Improvements in thelr
oplold use disorder and methadone treatment, quality of life, and housing. The data from this stugy would ba written in & manuseript and used as pilot data te apply for a
larger grant.

3 *Describe how the potential risks to participants are reasonable in relationship to the potential benefits:
The greatest risk to paricipants ir this study Is a breach in confidentiallty, which would cause minimal barm if this did occur because the data collected in this study would
nol risk tha Jegal or heaith status of the study participants. The potentlal bensfits of the study are Improvements in epiold use disorder and methadone treatmant, quaiity
of fife, and housing. These potential benefils greatly oulwelgh the study's low potential risk of harm.

4 *Describe the alternatives to participation in this study. If there are no alternatives, state that participation is voluntary and
the alternative Is not to participate, For Intervention studles, describe appropriate alternative clinical procedures or colurses of

treatment available to subjects.
Parlicipalion in this study is voluntary, so the alternative is nol to participate In tha study.

1D: WEWME1B5261B0450
Newne: v2_Polanlial Benedis and Aflarnalives
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Withdrawal of Participants
If the questions below are not applicable to the research (i.e., chart review), enter "N/A",

1 *Describe anticipated circumstances under which subjects wili be withdrawn from the rezearch without their agreement;
Participants could be withdrawn if the study Investigators do not belleve that continuing In the study is In the particlpent’s best interest, if they miss more than 50 percent
of the monthly meelings with members of the clinic social work team, enter substance use treatment that is assoclated with housing, or discontinue their methadone
treatment at the Addiction Treatment Program.

2 *Describe procedures for orderly termination:
Study Invesligators would try lo engage parlicipants who do not attend meetings with members of the clinic soclal work team. If participants continue to miss meetings or
it conlinulng In the study would not be In the best interest of the participant, then study invesligaters would contact the participant to axplain the reasan for their
lermination froim the study. The study lnvestigators would explaln lo the particlpant that thelr removal from the study would not affect the care they receive at the
Addiction Treatment Program {ATP), and the parlicipant would be given the opportunity to ask guestions about thelr remaoval from the study. If the particlpant is in
lemporary housing paid for by the housing voushers, or If the study had been helping the parlicipant apply for government benefils, gain smployment, or apply for
permanent-housing vauchers, then staif from the study would updale the social workers at the ATP and help ransition the participant lo the social work assistance
avallable lo ali patienis al the ATP. The goal of doing thls would be o give the participant the best oppertunity to remaln housed and conlinue the work started during the
study.

3 *Describe procedures that will be followed when subjects withdraw from the research, Including partial withdrawal from

procedures with continued data collection:
Data from the participants removed from the sludy would be included in the data analysis. Any termination or withdrawal from the study would be noted In the manuscript
documanting the results of the study. The care participants recelve for their opicid use disorder would not be affected by their withdrawal from the study.

1D: WEWIE 18525317800
Mama: ve_Willidrawal of Perticipants
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Privacy of Participants

If the study does not involve interaction with participants, answer “N/A” to the questions below,

*Dascribe how you will ensure the privacy of potential participants throughout the study (privacy refers to persons and
their interest in controlling access to themselves):

All meetings with the participants will be held in a piivate offlce located al the Addiction Trestmenl Program. Informaticn gathered from these mestings will enly be
disclosed to staff involved in the study. Electronic data from the study would be slored In a password-protected database te protect the parlicipan's informatlon. Any
physical dala wolld ba stered in a locked zabinet In a secure location that could only be access to by study staff.

* Describe the location where potential participants will recelve research Information and detall the specific actions the study

team will take to ensure adequate privacy areas:
All study intaractions with parlicipants will taks place In a private office located at the Addiclion Treatment Program. The office will be closed, with only staff and the
participant present In the room.

* Describe potential environmental stressors that may be associated with the research:
There are no potantlal envirenmental stressors associated with this rasearch.

*Will this study have a slte based in the European Union?

OYes . No

*Will the study have planned recruitment or data collection from particlpants whlle they are located In the European Unlon?

O Yes @ No

Access |Ink below for information about the EU General Data Protection Ragulatfons to assist In answering these questions,
https :fAwww.umaryland.edu/vac/general-data-protection-regulation/

1D: VIEWAE18526607C00
Newne: v2_Frivasy of Pariicipanis
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Confidentiality of Data

1 *Will stored research date contain Identifiers or be able to be linked to and identify individual particlpants (elther directly or
through a code/research ID)?

e Yos

O No, the dala will be stored de-identifled/anonymous (stripped of all identiffers, no way to identify Individual participants)

2 =Where will research data be kept (address electronic and paper data as applicable)? (If this is a VA study please list specific

sfites that data will be kept.)
Electronic data will be stored and securad in a password-protected database. Any physical data will be storad in a locked cabinet In a lecked room at the Addiction
Treatment Program. This cabinet will be accessibie only lo study staff,

3 *How will such data be secured?
Electronic data will be stored in a password-protectad dalabase accessible only lo stalf associatad wilh the study. Physical data will be stored in a locked cabinetin a
locked room at the Addlction Trealment Program,

4 *Who will have access to research data?
Cnly staff participating In the study will have access to the data.

5§  “Will study data or test results be recorded in the participant’s medical records?

) Yes @ No

8  *Will any data be destroyed? (Please note that data for FDA regulated research cannot be deleted however, VA data
must be destroyed according to the VHA Records Control Schedule (RCS) 10-1)

O Yes @ No

61 If Yes, what data (e.g., ail data, some recordings, interview notes), when and how?

7 Do you plan to obtaln a Certlficate of Confidentiality?

O Yes @ o

71 If Yes, upload your Certificate of Confidentiality, If you have not yet obtained the Certiflcate, please note that once it is
obtained, you wili need to submit an amendment to attach the document, make any needed changes to the submlssion and
make needed changes to the Informed Consent Document.

Name Created Modified Date

There are no items fo display

8 *Discuss any other potential confidentiality issues related to this study:
There is a smail chance of a braach In confidentiality or loss of privacy. Meeting with particlpants In private locations, having data accessile only to staff associated with
the study, storing electronic dala in a password-protected database, and storing physical data in a lockad cabinet located In a sacure location would mitigate the risk of
participants' experiencing a dreach of confidentiality,

1D VIEWHE 1D52B5E0100
Nams: v2_Coafidentiallly of Dale
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Monitoring Plan Selection

1 *Type of data safety moenitoring plan for the study:
O Will use/dafar 1o the external sponsor's Data Safety Monitoring Plan

O Date Safety Monitoring by a Commiliee
O Data Safety Monitcring by an Individual

@ There Is no data safety monltering plan fn place

10: VIEWAE] BOCEICDI00
Nemes: v2_Monioring Plan Ssfection
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No Monitoring Plan

You indlcated that there is no data safety monitoring plan in place for the study.

1 *Provide the rationale for why a data safety monitoring plan is not necessary for this study:
Any braach [n confidentiality or loss of privacy would pose minimal harm lo study particlpants, as the dala coliected in this study would not risk the health or legal status
of the study parlicipants.

10: VIEWAETBO7EBA2400
WNamne: v2_No Monitoring Pien
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HP-00100771

Research-Related Costs

Research Related Cosls_Y2

*Is the study's financial supporter {(e.g., cemmercial sponsor, federal or state grant or contract, private foundatfon, physician-
sponsor) covering any research-related costs?

O Ne
e Yes

1.1 If Yes, check all that apply:
{ Research-Related Services {personnel costs, tests, supplies, exams, x-rays, or consultations required in the study)

Investigational or Study Device

Invesligational or Study Drug

ocoRe

Investigational Procedure(s)

1.2 If No, who is responslible for payment?

2 *Who is responsible for the uncovered research-related costs?
Participant

Spoensor
UM
Gther

aOoocog

There will be no uncovered research-related costs

24 If Cther, specify:

3 Ifthe participant is responsible for any research-related costs, identify and estimate the dollar amount:

I VIEWHE 18500841800
Newme: v2_Rosearch Relaled Cosis
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HP-00100771

Compensation for Research-Related Injury

Compensation for Research Related Injury_V2

1 *Is this study under a master agreement that Includes a provislon requiring the sponsor to provide compensation to
participants for research-related injury? ’

O Yes @ No

1.1
If Yes, please provide the date and title of the agreement and upioad the porticn of the contract language relevant to
compensation for research-related injury:

Name Created Modified Date

“Inera are no items to display

12 If No {the study is not under a master agreement), Is there proposed contract language concerning payment to participants
for treatment in the event of a research-related Injury?

O Yoz @ Na
1.2 ) . )
If Yes, indicate the status of the contract review/approval with the ORD and upload the preposed language relevant to
compensation for research-related injury:
1.2.2

Name Created Mcdified Date
‘There arg na items to display

1D: VIEWAE 1 BO25EECHN
Name: v2_Campensation for Resoprch-Relaled injury
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Payment/Reimbursement to Participants

1 *Wil particlpants receive payment (money, gift certificates, coupons, etc.) or reimbursement for their participation In this
research?

© ves ONo

10: VIEWAE 1C52AG07800
MNama.: v2_Papment lo Panfclpanls
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HP-00100771 Payment Detall_v2

Payment/Reimbursement Detail

1

11

4.1

You Indicated that particlpants will roceive payment {imoney, gift certificates, coupons, etc.) or reimbursgment for thelr participation in this research.

* Payment/relmbursement to participants will be for: (check all that apply)

Ca800co0

Travel

Parking

Meals

Ledging

Time and effort

Other

If Other, specify:

*What Is the total dellar value of the payments/reimbursements over the duration of the study? Totol payment(s} for participation
in research of 5600 or more In o calendar year Is required to be reported on an IRS Form 1099,

580

* Describe the timing and distribution plan for tha payment/reimbursement (schedule, means, etc.)?
The participants will recelve $40 in elther cash or check each time they complete the surveys and qualitative Inlerview at Month 8 and 12 of the study. The maximum

direct compensation each participant can recelve during the study Is $80.

* Method(s) of payment/reimbursement to be Used:

gocan

Cash

Check

Money Order

Glit Certificale/Gift Gard
Other

If Other, specify:

1D: VIEWHE1C4ABACCO0
Namia: v2_Pevmont Deleli
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HIPAA (Health Insurance Portability and Accountability Act)

1 *Are you affillated with, or will you be accessing data from a HIPAA-covered entity? A covered entity might be a hospital, a
physician practice, or any other provider who transmits health Iinformation in electronic form.

« At UMB, thig Includes UMB schools designated as covered entitles (School of Medicine and School of Centistry) and entities
under the University of Maryland Medical System (UMMS), The Baltimore VA Medical Center Is also a covered entlty.

« If you are a researcher from any school that Is not a covered entity but Is accessing electronic medical records from a
covered entity (such as UMMGC), HIPAA would be applicable. Please see a list of covered entltles included under UMMS here:

& vos O No

2 *If Yes, wlll the study view, access, share, collect, use, or analyze health information that is individually identifiable under
HIPAA?

& ves O No

10 VIEWKETBOAR1 14400
Mare: v2 HIPAA
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Protected IHealth Information (PHI)

You indicated that HIPAA applies and the study will view, access, share, collect, use, or analyze health information that is individually idantifiabla.

1 *Which PHI elements will be used or disclosed in this study? (Chack all that apply)
Name
Address (If more specific than Zlp Code)

Dates

Ages over age 89

Telephone numbers

Fax numbers

Email addresses

Soclal Securlty numhbers

Medical racord numbers

Health plan beneficiary numbers

Account numbers

Certificaleflicense numbers

Vehicle Identifiers and serial numbers, including license plate numbers

Device identifters and serial numbars

Web universal resource locators (URLs)

Internet protocol {IP) address numbers

Blometric identifiers, including fingerprints and voiceprints

Full-face photegraphlc images and any comparable images

Any cther unigue identifying number, characteristic, or code, unless otherwise permitted by the Privacy Rule for re-identiflcation

OooooogoCgdcosadaens

None

2 *Why is the PHI nacessary for this research?

If SSNs are going to be used, describe the specific use and type of 55N to be used (real, scrambled, last 4 digits).

The PHI in this study will be usad to obigin information about methadone dosing, resulls from the urine foxizology lests, and how to contact participants. Addresses will
be collected when participants obiain housing so that staff can contagt parlicipants if necessary. Emali eddresses wili be collected from partlcipants who have these as a
means of conlacting them during the study. Social Securily Numbers would be obtalned so members of the clinic social work team can help lhe parilcmanis apply for
government benefits or permanent-housing vouchers.

3 *What s the source(s) of the FHI?
The sources of the PHI wili ba from the participants; Mathasoft, the software the Addiction Treaiment Program uses to document methadone doses for ils patients; and
Epic, the electronic medical record the Addiction Treatment Program uses to slore contact informalion and resulls of the urine toxicology tests.

4 *Provide written assurance that Protected Health Information will not ba reused. (Note: this refers to re-use on another study

or for a purposa which has not been approved, not to the re-use of screening data during the current study),
Protected Health Information will not be reused for purposes outside the scope of this study.

5  *How will permission to allow the use/disclosure of the individual's protected health information (PHI) be obtained? (Choose all
that apply:}
Obtain written autharlzation {uplead authorization form at the end of the appiication under “Gonsent and HIPAA Authorization Forms™)

D Requesting waiver/alteralion of authorization {includes walver of autherization for recruitment only)

[:l Qualifies es & limited dala sel {LDS)

54  If you are using a limited data set {LDS), please attach the Data Use Agreemant (DUA):
Name Created Medified Date

There are no items Lo display

10: VIEWHEIBOAZIAA 400
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Informed Consent Process

If the study does not involve interaction with participants or a waiver of consent is being requested , answer
“N/A" to the questions below.

*Indicate the type(s} of consent that will be involved in this study: (check all that apply}
Nat applicabla {(study may qualify as exempt)

Request to Walve Consent/Parental Parmission {Gensert Is not being oblained)
Request to Alter Consanl (Some Elsments of Gonsent Waived)
Request to Walve Dogumentation of Consent (Verbal/Oral Consent)

Written Censent Form

Oo8Cc000C

Elecironic Consent

* Describe the Informed Consent process in detail:

The participants will be brought to a private office at the Addiction Treatment Program (ATP}. A designated study member will discuss the purpese and brief synopsis
of the study to the participants as well as & discussion of the potental risks and benefils of paricipant in the study, The approved study member would conduct the
Informed Consant with the particlpant and wiil allow the participant to ask questions o ensure they understand Lhe information explained to them. After the Informed
Consent has been discussed and the participant has asked thelr guestions about the study, the participant will slgn ths Informed Consent Form.

*Canfirm that the consent process will explain the following:

+ The activities involve research.

* The procedures to be performed.

» That participation is voluntary.

¢ The name and centact information for the investigator.

@ ves Ono :

* Describe who will obtain Informed Consent:
An approved study team membaer would obtain Informed Consent.

*If obtalning consent from a legally authorized representative (LAR), describe how you will cenfirm that the Individual is the
LAR and can provide legally effective Informed consent. (Answer “N/A" if not ebtalning consent from LARs)
N/A

* Describe the setting for consent:
The consent process will take place in a private office located at the ATR.

* Describe the provisions for assessing participant, understanding:
The designated study member conducting the Informed Consent will ask questions 1o ensure the participant understands the Informalion explained to them. The
particizant will be provided an opperlunity to ask any questions during the process.

* Describe the consideration for ongelng consent:
Participants can withdraw their consent to participate In the study at any time. Participants will be informed if there any changes in the risks of participating during the
study. If participants decide to withdraw thelr consent, they will be informed that the treatment they receive al the Addictlon Treatment Program will not be affected.

I0: VIEWAR IC6E10ACGT
Manro: vZ_inforniedt Consen! Process:
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Consent and HIPAA Aunthorization Forms - Draft

1 Upload all of your Consent Forms for approval. Use only Microsoft Word,
Name Created Modified Date

#% SASH Informed Consent Form(0.01) 6/26/2023 8:28 AM 6/28/2023 8:28 AM

IMPORTANT NOTE: the above list of consent forms {if any) are DRAFT versions. Under ne circumstances should coples of thess be distiibuted 1o patlents/study
supjects. Iffwhen this research submission Is approved by the IRB, approved congent forms will be available for download and use from the "Documents” tab of the
Submisslon's workspacs (click Exit and then look for the Documents tab - approved submissicns only)

1A Archived Consent Forms:

Name Created Modified Date
d8 SASH informed Consent 06142023 docx(0.01) /142023 10:34 AM 6/14/2023 10:34 AM
#% Informed Consent Forn(2.02) 11112022 9:34 PM 711172022 8:21 AM

2 Upload any HIPAA authorlzation forms here:
There are no items lo display

Please refar to HRPO's website for specific instructions for preparing informed consent documents and to access current templates: http://
hrpo.umaryland.edu/researchers/consents.html

18: VIEWJE1CTF12D3000
Navna: v2_Consant Forms - Drafl
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Organization Review Requirements (other than IRB)

Answar the following quastions to datermine addltional organlzational review requirements:

1 Department/Division Review - All research submissions are required te undergo department/division/institutional review
prior to IRB review. The following entity is listed as the required department/dlvision/institutional review:

Psychiatry

If his informalion is incorrect, please notify the HRPO offica.

RSC Review Criteria - select 'Yes' if the answer is Yes' for any of the following questicns, Review by the Radiation Safety
Committee may ke required.

* 2.1 Does the research Involve the use of fonizing radiation? O Yes @ No

2.2 Does the research involve the sampling of radioactive human materials for subsequent use or analysis in a
laboratory?

3 IBC Review Criteria - select 'Yes' if the answer Is 'Yes' for any of the following questions. Review by the Institutional

Biosafety Committee may be recuired.

* 3.1 Does the research Involve human gene transfer? O Yes @No
-OR~
Does the resaarch specifically apply to human studies In which induction or enhancement of an Immune
respense to a vector-encoded microbial immunogen Is the major goal, and such an immune response has been
demonstrated In model systems, and the persistence of the vector-encoded immunogen Is not expected? This
type of research is often referred to as recombinant vaccine trials.

3.2 Does the research invoive the exposure of human subjects to pathogenic microcrganisms, or the exposure
of resgarch staff to human subjects or samples known or reasonably expected to carry infectious disease(s)?

3.3 Does the research involve the sampling of materials from persons with no known infectious disease and
where the only risk to study staff Is occupational exposure to bloodborne pathogens as defined by the OSHA
Blcedborne Pathogen Standard?

4 Cancer Center Criterfa - Answer the following to determine if review by the Cancer Center (Hematology-Cncology) may
be required.
« Poes the protocel involve In any way studies related to the prevention, treatment, dlagnesis, or Imaglng of O ves ©no
necplastic diseases?

5
General Clinical Research Center Review Criteria - the GCRC offers free and/or cost shared rescurces for patient-orientad
research. Cfick Here for more information.

Answer the following to determine if review by the GCRC may be required.
* Will the General Clinical Rasearch Center {GCRC) facility or resources be used to conduct this activity? O ves @ No

6

VA Review Criteria - Answer the following questions to determing If review by the VAMHCS R&D Committee may be
required.

« 6.1 - Will the research be conducted by VA Investigators including Pls, Co-PIs, and Site Investigators on VA O Yes @ Mo
time (serving on compensated, WOC, or IPA appeintments)?

* 6.2 - Will the research utllize VA resources (2.9., equipment, funds, medical records, databases, tissues, etc.)z (O Yes @ No

* 6.3 - WIlt the research be conducted on VA property, including space leased to and used by VA? (O Yes @ No

PLEASE NOTE that the research may ba funded by VA, by other spensors, or may be unfunded.

10: IEWAETAFS1ARZA00
Nameo. v2 Organfzetion Review Reqtdrements (other then iRE}

3/18/2025, 10:43 AM



HP-00100771 hitps://cicero.umaryland.edu/Cicero/app/portal/smartform/printProjec...

HP-00100771 Summery of Required Reviews_V2

Summary of Required Reviews (other than IRB)

1 Additlonal Committee Reviews - Based on your responses to the previous quastions, you have identified the following addilional reviews, To complele or view these
additional committees’ forms, click on the links below or exlt this application and click on the approprlale buiton on left side of this submission's webpage.

Name of Related Submlission

This protocol has ng refated submissions (RSC, GCRC, 18C, elg}

2 Required Departmant and Specially Reviews - Based on the Pl's organization (department, divislon, etc.) affiliation and answers to previous questions (use of Cancer
Center, ete.), the organizations listed below are required to review thls application. These reviews are conducted cnline and no acditional forms or steps by the study
team are required.

Name of Qrganization Review Status
Psych Adult Complete

1B: VIEWME1CBDRAE4000
Nema: v2_Summery of Required Reviews (oliior ihen IRB)
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Additional Documents

Upload all additional documents hera:

Name

cittCompletionGertificate_Clayton.pdf{0.01}
Cerlificate_ HIPAA 201 - Clayton.pdf{0.01)
Certificate_ HIPAA 125 - Clayton.pdi{0.01)
SASH_Intake Form.pdf{0.01)

Smith HIPAA 201.pdf{0.01}

Smith HIPAA 125.pdft0.01)

Smith CITLpdf(0.01)
Krebs_HIPAA.pdf(0.01}
Krebs_CIT1.pdf{0.01)

Bradley_ HIPAA,pdf(0.01)

Bradiey CIT).pdf{0.01)
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Created

11718/2022 10:41 AM
19/18/2022 10:41 AM
11/18/2022 10:41 AM
10/25/2022 1:49 PM
10/18/2022 3:62 PM
1071812027 3:52 PM
10/18/2022 3:52 PM
10/18/2022 3:50 PM
10/18/2022 3.50 Ph
104182022 3:49 P
10/18/2022 3:49 PM
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Modified Date

182022 10:41 AM
1171812022 10:41 AM
1171872022 10:41 AM
10/25/2022 1:49 PM
10/18/2022 3:52 PM
10/18/2022 3:52 PM
10/18/2022 3:52 PM
10/18/2022 3:50 PM
1011812022 3:50 PM
10/18/2022 3:49 PM
10/18/2022 3:49 PM
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Final Page of Application

You have reachad the final page of this application. Itls recommended thal yeu click on the "Hide/Show Errors” link on the upper or lewer breaderumb row of this
page. The "Hide/Show Errors” will do a search of your application, and highlight areas that are required o need to be completed prior to submilting.

By submitling this appllcatlon, you are eleclronically routing Ihe protocol for departmental scientific raview and all other necessary reviews. According te Information you
have provided, this application will be retted to the following Departments for review prior to being forwarded to the IRB for review. These reviews are conducted online
and no additional forms or steps by the study team are required,

Name of Orgenization Review Status
Psych Adult Compiete

Regulred Safety Committee Reviews - In addition 1o the IRB, the following commiltees must review this submission. Each additienal commitiee has a separale cnilne
form that the study team will be required to fill out. All commities applications (IRB plus those listed hare) must be completed propesly before the 'package’ of applicalions
can be submitted. The team may corplete thess additional forms In any order or at any time prior to submission of the IRB Application. To complete or view these
addltional committees! forms, click on the links below or exit this application and click on the appropriate butlon on left side of this submission's Workspace.

Name of Related Submission
This profocol fas no related submissions (RSC, GCRC, IBG, sig)

You may check the progress of your application at any time by retuming to the Workspace of this submission. A detalled histery, Including notes, dates, and limes of
events, Is provided to you for this purgose.

If & reviewer relurns the application to you, you must address thelr concerns and resubmit the protocol for review te all designated departmants. Afer all depariments
have reviewed the application, it will automaticelly be sent to the IRB for review. Changes made to the submission after its approval must be submitted as medificatlons.

Investigator Attestation
By submitling this appiication, I, the Principal Investigator (P1), cerlify that ths Information provided in this application Is complete and correct. Research will be conducted
according to the submission as described, only by the approved principal investigator and study team members.

in addition, | agree to the rasponsibiilties of a P, including:

» Obtalning informed consent (if applicable) from all subjects as cullined in the submission.

» Reporling new Information to the IRB per the requirements of the Investigator Manual,

» If Required, cblaining renewal of the profocel prior to the expiration of the approval period or halt all sludy aclivities upon study explration.

Accepting ulimate responslbllity for the protection of the rights and welfare of human subjects, conduct of the study and the athical perfermance of the project.
Ensuring performance of all research activities by qualified personnel according to the IRB approved submissien.

Ensuring that research personnel have or will recelve appropriaie training.

Enstring no changes will ba made in the research unill approved by tha IRB (except when necessary to eliminate apparent immediate hazards {o subjects}.

Click the "Finish™ button and then click "Submit Application™ in the submission Workspace,

1D WEWAE18GCHN060
Neme: v2_Final Page of Apphcalion
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Add a Team Member

*Select Team Member:
Jewell Benford

Research Roie:
Research Team Member

* Edit Rights - Should this person be allowed full edlt rights to the submission,
including: editing the online forms and the ability to execute activities? Note - a
person with edlt rights wlil automaticaily be added to the CC list and will receive all
emalls regarding this protocol, even If the answer to #4 below Is Na,

O ves @ No

* CC on Email Correspondence - Should this person be copied en all emails sent by the
HRPO offlce to the PI/POC? Study team members with edit rights will automatically
recaive all emails:

O Yes @ No

* Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research?

O Yes @ o

* Briefly describe experience conducting research and knowledge of the local study
sltes, culture, and society: -

Mr. Banford, LCSW-C, is the Compliance Officer for the UM Addiction Treatmant Programs. He will help supervise
soclal work activities in the clinic and implementation of social work Intervention,
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Add a Team Member

* Select Team Member:
Aaron Greenblait

Research Role:
Sub-lnvestigator

* Edit Rlghts - Should this person be allowed full edit rights tc the submisslon,
including: editing the online forms and the ability to execute activities? Ncte - a
parson with edit rights will automatically be added to the CC list and will recelve all
emalls regarding this protocol, even if the answer to #4 below is No.

€ Yes (o

*CC on Email Correspondence - Should this person be copiad on all emalls sent by the
HRPO office to the PI/POC? Study tearn members with edit rights will autematically
receive all emalls:

€ Yes Oo

*Does this study team member have a potential conflict of interest, financial or
otherwise, related to this research?

(O Yes @ o

+ Briefly describe experlence conducting research and knowiedge of the local study
sites, culture, and scciety:

Dr, Greznblatt is the Medical Director at the site where the research will take place. He has extensive experience
working with patients recelving methadone for opioid use disorder treatment. He will lead patient recruitment for the
sludy.
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Add a Team Member

* Select Team Member:
Hannah Smith

Research Role:
Research Team Member

* Edit Rights - Should this person be allowed full edit rights to the submission,
including: edlting the online forms and the ability to execute activities? Note - &
person with edit rights will autcmatically be added to the CC list and will receive all
emalls regarding this protocol, even if the answer to #4 below Is No.

() Yes €9 No

*CC on Email Correspondence - Sheuld thls persen be copied on all emalls sent by the
HRPQ offlce to the PI/POC? Study team members with edit rights will automatically
recelve all emalis:

) Yes @ WNo

*Does this study team member have a potentlal conflict of Interest, financlal or
otherwise, related to this research?

O Yes o No

*Briefly describe experience conducting research and knowledge of the local study
sites, culture, and society:
Harmnah Simith is a research assistant in the Department of Psychiatry based at UMATC.
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