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Abbreviations
AE Adverse event
CBO Community-based organization
CDC Centers for Disease Control and
Prevention
CITI Collaborative Institutional Training
Initiative
CHW Community Health Worker
CJ1 Criminal justice-involved individuals
CLIA Clinical Laboratory Improvement
Amendments
COVID-19 coronavirus 2019 (COVID-19)
DHHS U.S. Department of Health and Human
Services
DOC Department of corrections
DSMB Data and Safety Monitoring Board
EMR Electronic medical record
EUA Emergency use authorization
FDA Food and Drug Administration
FWA Federal Wide Assurance
HCV Hepatitis C Virus
HIPAA Health Insurance Portability and
Accountability Act
HIV Human immunodeficiency virus
ICER incremental cost effectiveness ratios
(ICERSs)
IRB Institutional review board
NSP Needle and syringe programs
OHRP Office of Human Research Protection
| 0-PoC Onsite-point-of-care
PPE Personal protective equipment
| QALY Quality adjusted life year
RCT Randomized control trial
SARS-CoV-2 Severe acute respiratory syndrome
coronavirus 2
SAE Serious adverse event
| SCT Social cognitive theory
SoC Standard of Care
| UsS United States of America
YFC Years of full capability
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Abstract

The United States (U.S.) has experienced higher mortality than any other nation due to COVID-19 with
nearly 13.5 million cases and over 268,103 deaths. Due to the limited ability to socially distance, poor
ventilation, and limited hygiene supplies, U.S. prisons and jails have observed explosive transmission of
SARS-CoV-2 accounting for the 10 largest U.S. outbreaks. Because 95% of criminal justice-involved
individuals reenter society COVID-19 transmission extends beyond those who are currently incarcerated. As
justice-involved individuals reenter the community, they face high rates of homelessness, and many others
live in other congregate settings such as converted hotels and halfway houses. The increased risk of SARS-
CoV-2 while incarcerated coupled with the likelihood of living in congregate settings after incarceration,
create conditions ripe for rapid COVID-19 transmission that will be critical to address in order to gain control
of COVID-19 in the U.S. The goal of this study is to test the impact and cost-effectiveness of an intervention
to mitigate SARS-CoV-2 transmission among justice-involved individuals recently released from
incarceration. We will conduct a randomized trial to compare the effectiveness of an onsite Point-of-Care (o-
PoC) SARS-CoV-2 testing and education intervention with community health workers (CHWSs) as a central
component compared to the standard of care at a community-based organization (CBO) that provides
services to justice-involved individuals in New York City. We will measure costs of testing, education, and
navigation, and explore the cost-effectiveness of the onsite Point-of-Care intervention compared to the
standard of care. Our specific aims are to: 1) Test the effectiveness of an onsite PoC SARS-CoV-2
intervention in a corrections-focused CBO; 2) Model the cost-effectiveness of an onsite PoC SARS-CoV-2
intervention among CJls compared to SoC. Because testing, education, and navigation will be provided by
CHWs in a culturally-sensitive environment and test results will be received in minutes (rather than days),
we hypothesize that O-PoC will be associated with improved testing uptake and receipt of test results,
mitigation behaviors (mask wearing, hand hygiene, social distancing), and those who attend more O-PoC
sessions will have better adherence to mitigation behaviors.
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Background and justification for the study

The United States (U.S.) has experienced higher mortality than any other nation due to coronavirus 2019
(COVID-19) with nearly 13.5 million cases and over 268,103 deaths.” U.S. prisons and jails play an important
role in the transmission of severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2),%3 accounting for
the 10 largest U.S. outbreaks.* Because 95% of criminal justice-involved individuals (CJls) reenter society,
SARS-CoV-2 transmission extends beyond those who are currently incarcerated. For example, in the spring
of 2020, CJlIs were estimated to account for 16% of all infections in Illinois.> As CJls reenter the community,
they face high rates of homelessness — 50,000 CJls enter a homeless shelter each year,® and many live in
other congregate settings. Increased risk of SARS-CoV-2 while incarcerated, coupled with the likelihood of
living in congregate settings after incarceration,”® create conditions ripe for SARS-CoV-2 transmission.

CJls are likely to be at high risk of SARS-CoV-2 infection and poor outcomes from COVID-19 due to
overrepresentation of associated risk factors. Risk factors for SARS-CoV-2 infection include being a person
of color, low education level, and low socioeconomic status.®' Risk factors for severe presentations of
COVID-19 include having immunocompromising conditions or other co-morbidities, all of which are more
common in CJls compared to the general population.!" In addition, barriers to care and medical mistrust
among CJls could lead to undiagnosed infection or delays in treatment,'?'¢ |eading to poor individual
outcomes as well as onward transmission. These devastating impacts coupled with overwhelming costs
including a $16 trillion loss in the U.S. due to the pandemic-induced recession and the economic effects of
shorter and less healthy lives'” necessitate novel interventions to improve COVID-19 mitigation among
vulnerable populations like CJls.

Correctional health is community health. This proposal focuses on CJls, a socially vulnerable
population, in which SARS-CoV-2 infection rates as high as 96% have been observed.' This is of particular
concern as SARS-CoV-2 screening procedures vary among correctional institutions, and in many cases only
those with exposure risk factors and symptoms are tested.’® Moreover, 50% or greater have asymptomatic
infections in custodial settings.?>2" An outbreak in a single jail can impact transmission for an entire region
because persons scatter widely upon release. Recent data linked the cycling of 2,129 people through the
Cook County Jail in March 2020 to an additional 4,575 cases in lllinois the following month, suggesting that
almost 1 in 6 cases were linked to individuals released from Cook County Jail.?? Similarly, a modelling study
of the 20 largest jails in the U.S. projected that county jail systems could lead to a greater than 200% increase
in COVID-19 deaths in some jurisdictions within a 6-month period without effective mitigation.?® This trend
could have an even greater impact if decarceration efforts in response to the COVID-19 pandemic are scaled
up. Thus far, decarceration efforts have led jails and prisons to reduce their populations by 30% and 5%,
respectively.?*

SARS-CoV-2 testing in the U.S. has been inadequate, particularly among marginalized
populations. The COVID-19 response in the U.S. has been plagued by delays in SARS-CoV-2 testing, long
wait times, and slow turn around on test results.?526 While these parameters are improving for some
populations, racial and ethnic minorities and individuals of lower socioeconomic status still face stark
inequalities in access to testing.?”-30 Although data on testing rates in U.S. prisons and jails remain poor,'® a
lack of access to testing has been widely reported.3'.32 National recommendations include symptom-based
and asymptomatic testing for contact tracing purposes, as well as those without any exposures for early
identification (e.g. testing at intake and prior to transfer to another facility);3® however, there are no
recommendations regarding testing CJls as they return to the community, a process that may be rushed
without adequate discharge planning, particularly during pandemic peaks.3*

Asymptomatic community testing will be required to identify CJls at risk of transmission. Recent
outbreaks of COVID-19 among individuals in correctional facilities and other congregate settings have
demonstrated a large proportion of asymptomatic infections.202".35 Additionally, anecdotal reports have
emerged of CJIs who were unaware of SARS-CoV-2 infection reentering the community and living in
congregate settings post-release. For infections like HIV, exit testing strategies in correctional settings have
rarely been adopted due to cost and low perceived benefit to correctional facilities;3¢ therefore exit testing is
unlikely to be implemented for COVID-19. Without increased access to community testing early after release,
CJls and their contacts are at risk of community spread. As the number of incarcerated persons returning to
the community grows, so will the need to provide appropriate services to this population. Testing is critical
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for early intervention. Post-release, CJls often seek housing in congregate settlngs and transition from one

setting with high rates of COVID-19 to another. Given this potential to infect those in the community they
return to, it is important to ramp up accessible testing in high-risk communities.

Community-based organizations (CBOs) provide critical reentry services to people released from
jail and prison. The nearly 400 corrections-focused CBOs located across the U.S. are a critical link to
supportive services for CJls.3” These services include housing, employment, substance use treatment, and
healthcare. Corrections-focused CBOs often have staff who are onsite in jails and prisons or partner with
correctional discharge planners to provide a ‘warm hand off’ so that the needs of their clients (often elicited
through structured needs assessments)3 are known upon reentry to the community. In addition to promoting
continuity of care and coordinated re-entry, CBOs are trustworthy in comparison with healthcare institutions
and providers.™ Over $262 million in government funding bolsters re-entry services with another $100 million
anticipated in 2021.%° Leveraging CBOs to provide SARS-CoV-2 testing could serve as part of a national
strategy to improve mitigation of COVID-19 among CJls.

An onsite point-of-care (PoC) intervention could be the missing link in improving COVID-19
mitigation for CJls. Traditional healthcare settings are often underutilized by marginalized populations, such
as CJls, due to factors like medical mistrust and competing priorities such as homelessness and substance
use disorders.'>'6 Similar to PoC HIV and HCV testing, SARS-CoV-2 PoC testing at CBOs among CJls and
other marginalized populations is likely to increase uptake and be cost-effective.4%-*2 Due to the rapidity with
which SARS-CoV-2 spreads, if test results are not provided rapidly, they are of low utility in guiding
quarantine, contact tracing, and social distancing. PoC SARS CoV-2 PCR testing provides reliable results
(sensitivity, specificity: 100%)*® in minutes rather than hours or days. For example, the Cepheid
Xpert Xpress SARS-CoV-2 PCR test provides rapid detection of the current SARS-CoV-2 infection in less
than 30 minutes with less than a minute of hands-on time to prepare the sample.** The Cepheid
Xpert Xpress SARS-CoV-2 PCR test has received FDA emergency use authorization (EUA) approval and
is Clinical Laboratory Improvement Amendments (CLIA) waived.*®> Therefore, the Cepheid
Xpert Xpress SARS-CoV-2 PCR test is simple and appropriate for decentralized use in non-laboratory
settings.

Community health workers (CHWs) with lived experience of incarceration provide culturally
sensitive, cost-effective care. CHWSs help to circumvent barriers CJls face, such as medical mistrust,
discrimination, and stigma.*® Innovative post-incarceration care coordination models with trained CHWs build
trust with CJIs and provide support, which improve linkage to healthcare services after incarceration.4”-4°
CHW interventions are well studied in HIV care,®0-52 and are promising for CJIs with other conditions. The
Centers for Disease Control (CDC) and others have called for more interventions that leverage CHWs to
provide COVID-19 related care.53%7 CHWs can also conduct needs assessments for participants related to
housing and access to masks and hygiene supplies, and facilitate access to these resources. However, to
date, CHW interventions that reduce transmission and promote positive COVID-19 health outcomes among
vulnerable populations have not been rigorously studied. Moreover, interventions that leverage CHWSs to
provide point-of-care testing for infectious diseases in high-income settings have been understudied. Thus
far, CHWs have been only been leveraged to perform rapid diagnostic tests for diseases such as malaria or
HIV in low-income countries.%85%° CHWs tend to be less costly; therefore, employing CHWs to provide SARS-
CoV-2 testing and education after incarceration may also be cost-effective.

Cost-effective strategies are needed to mitigate the COVID-19 pandemic. In the early days of the
COVID-19 pandemic, decisions about interventions, including school closures, mask wearing, and testing
options, were made on the basis of limited information. The cost-effectiveness of lockdowns and other initial
interventions are not known. But, preliminary evidence suggests that swift contact tracing and isolation are
likely to be highly cost-effective.f¢ As the pandemic continues, and as COVID-19 transitions become
endemic, a range of interventions including testing and vaccination should be explicitly evaluated for cost-
effectiveness. Our proposed intervention, onsite point of care (O-PoC), which will facilitate early case
identification and provide counseling to prevent transmission, is likely to be cost-effective in limiting
transmission of COVID-19 compared with the standard of care (SOC).

Interventions are needed to improve uptake of mitigation measures among CJls. Behaviors that
reduce the risk of SARS-CoV-2 transmission and are recommended by the CDC include: 1) mask wearing,
2) hand hygiene, and 3) social distancing.®' Despite mixed evidence on the impact of masks for influenza
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and other respiratory viruses,% masks are effective in preventing transm|SS|on of SARS CoV-2.53-65 Modeling

data estimate that an increase in mask wearing from the current 50% to 95% could have prevented roughly
100,000 deaths in the last quarter of 2020.66 Hand hygiene and social distancing are also effective mitigation
strategies to reduce SARS-CoV-2 transmission.?”:6¢ For mitigation strategies, effectiveness of reducing
transmission is dependent on adherence.®* For example, in a randomized controlled trial (RCT) of influenza
transmission, greater adherence led to lower transmission risk for mask wearers.%® Uptake of mitigation
measures among marginalized communities is concerning: A U.S. national survey study to measure
differences in knowledge, beliefs, and behavior about COVID-19 suggested Black participants, men, and
people younger than 55 years had less knowledge than other groups, and Black participants were more likely
than Whites to report being infected or know someone who tested SARS-CoV-2 positive. Yet, knowledge of
COVID-19 symptoms and preventive behaviors was lower among Black and Latinx respondents, and people
younger than 30 years than Whites.”® The demographic factors in this national survey are largely reflective
of U.S. criminal justice system. Uptake of these measures among CJls may be even more limited due medical
mistrust, reduced access to masks and hand hygiene, and ability to socially distance due to living in
congregate settings during and after incarceration.

Social Cognitive Theory guides our intervention. We seek to understand why CJls accept SARS-
CoV-2 testing and adhere to mitigation behaviors. According to Social Cognitive Theory (SCT), several key
determinants affect behavior,”" and these determinants guide our intervention and evaluation. To change
behaviors, knowledge is a precondition, and one must believe that s/he can control his/her health (self-
efficacy). Change then occurs when one: 1) recognizes the expected outcomes (harms or benefits) that may
result from his/her behaviors, 2) overcomes logistical barriers and facilitators, and 3) sets goals, with a
strategy to achieve them. SCT also posits that learning occurs in a social context with a dynamic and
reciprocal interaction of the person, environment, and behavior. Due to SCT’s emphasis on social influence,
and external and internal social reinforcement, it is an apt theoretical model for our CHW-led intervention
that will occur onsite in a corrections-focused CBO. Using SCT to guide our understanding of the challenges
(and potential solutions) associated with SARS-CoV-2 testing and adherence to mitigation measures post-
incarceration, our O-PoC intervention will address: 1) COVID-19-related knowledge, 2) barriers to and
facilitators of SARS-CoV-2 testing and adherence to mitigation measures, 3) the expected outcomes from
SARS-CoV-2 testing and mitigation measures, and 4) goals for SARS-CoV-2 testing and adherence to
mitigation measures and strategies for reaching them.

Summary and public health impact: Given the likelihood of COVID-19 remaining an endemic disease
among high-risk populations, establishing effective mitigation interventions will be critical to stemming
community transmission. A novel SARS-CoV-2 screening strategy that leverages CHWs to deliver SARS-
CoV-2 testing, education, and navigation to sites that maximize socially distancing and vaccine uptake for
CJls in corrections-focused CBOs will be a critical step in stemming community transmission among this
high-risk, vulnerable population. Given there are nearly 400 corrections-focused CBOs in the U.S.,”? onsite
testing will be generalizable to CJls across the U.S. and can inform onsite testing strategies for other high-
risk populations such as clients of homeless shelters or syringe exchange programs, and people living with
other conditions, such as HIV or hepatitis C virus (HCV) infection.

Hypotheses

1. O-PoC (vs. SoC) will result in a greater proportion of tests performed and results received.

2. 0O-PoC (vs. SoC) will be associated with increased mitigation behaviors.

3. Higher O-PoC intervention dose will be associated with better adherence to mitigation behaviors.
4. O-PoC (vs. SoC) will be cost-effective in terms of cost per COVID-19 case identified and averted.

Objectives

1. Test the effectiveness of an onsite PoC SARS-CoV-2 intervention in a corrections-focused CBO.
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2. Model the cost-effectiveness of an onsite PoC SARS-CoV-2 mterventlon among CJls compared to

SoC.

Design and methodology

A. Overview

We will conduct a randomized trial to assess the effectiveness of an onsite Point-of-Care testing and
education intervention (O-PoC) compared to standard of care (SoC) at the largest CBO providing services
to CJls in New York City, The Fortune Society (Fortune). The current SoC includes a referral to offsite
community testing. Guided by Social Cognitive Theory, in O-PoC we will employ CHWs who have lived
experience of incarceration to provide: 1) COVID-19 education; 2) SARS-CoV-2 testing with Cepheid
Xpert Xpress PCR tests at Fortune facilities; 3) Needs assessments and facilitated access to masks and
hygiene supplies; 4) Navigation to vaccination sites (when available) and single-room housing at Fortune’s
supportive housing sites and partnering shelters, or alternative strategies that will maximize the ability to
socially distance for those who test PCR positive; 5) Supportive counseling.

We will randomize 250 CJls to O-PoC or SoC. Over 12 months, participants in both groups will receive
education about the importance of asymptomatic testing and be advised to test every 3 months. Data sources
will include 5 questionnaires administered by study staff (0, 3, 6, 9, 12 months) and 26 web-based surveys
via the Ethica application pre-loaded on the study smartphones (every 2 weeks over 12 months), Fortune
program logs, and healthcare records. Because testing, education, and navigation will be provided by CHWs
in a culturally-sensitive environment and test results will be received in minutes (rather than days), we
hypothesize that O-PoC will be associated with improved testing uptake and receipt of results (primary
outcomes), mitigation behaviors (mask wearing, hand hygiene, social distancing) (secondary outcomes), and
those who attend more O-PoC sessions will have better adherence to mitigation behaviors. We will measure
costs of testing, education, and navigation. For those who testing positive, we will assess the change in
number and type of contacts to understand the risk of onward transmission mitigated by O-PoC compared
with SoC. We will use a Markov model to evaluate the cost and impact of O-PoC among participants and
their immediate contacts. We will explore cost-effectiveness of O-PoC compared to SoC in terms of cost per
case identified and secondary cases averted. In sensitivity analysis, we will also explore the impact of high
vs. low prevalence conditions and high vs. low sensitivity tests (e.g. PoC PCR vs. antigen) on cost and cost-
effectiveness of O-PoC.

B. Study sites

We will recruit 250 CJls accessing services at Fortune a CBO providing reentry services to CJls in New
York City, and which currently refers clients to offsite community testing for SARS-CoV-2.

Fortune Society

The Fortune Society is a CBO whose mission is to support successful reentry from incarceration and promote
alternatives-to-incarceration (ATI). Fortune serves roughly 7,000 justice-involved individuals per year
throughout New York City. Their clientele is mainly comprised of males (87%) and is predominantly within
the age groups of 25-34 (28.3%) and 35-50 (31.7%). The majority are also unemployed (85.5%) at intake.
Fortune has secured funding from New York City Health + Hospitals Test & Trace Community Based
Organization Engagement Opportunity. As a result, the CBO is partnered with NYC Health + Hospitals to
contribute to community safety, education, and awareness efforts around COVID-19. Fortune’s
administrative and primary service site is located in Long Island City, NY. They also have two residential
housing facilities in Manhattan - Castle Gardens which is located in West Harlem and offers 62 beds in single
and shared occupancy units for formerly incarcerated individuals who are homeless, and Freedom House in
East Harlem which provides housing to 38 formerly incarcerated individuals. Fortune main location in Long
Island City provides a range of services to individuals related to re-entry including facilitating access to
education, employment, affordable housing, substance abuse treatment, healthcare, and family services to
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build a strong foundation in their transition back to the community. Addltlonally, Fortune developed a team

of CHWs to provide COVID-19 outreach efforts to Fortune’s clients, including demystifying the contact tracing
process, educating clients on personal protective equipment (PPE) as use, social distancing, getting tested,
and, if positive, the quarantining process. CHWs also receive HIPAA/Privacy/Confidentiality training at
onboarding as well as annually.

C. Study population and Recruitment

All subjects will be recruited from Fortune Society’s existing community dwelling clientele, which is
representative of the NYC jail population. The NYC jail population is comprised of mostly minority groups
(49.5% Black, 24% Hispanic); therefore, we expect to have no trouble recruiting minority groups. We expect
similar proportions in our study subjects. Although 90% of inmates in the NYC jail system and Fortune clients
are male, we will attempt to balance the ratio of male to female participants as closely to 1:1 (560% male and
50% female) as possible to ensure our sample is as representative as possible.

Inclusion criteria Exclusion criteria

1) Fortune Society clients 1) Inability to provide informed consent.

2) Greater than or equal to 18 years old. 2) Inability to complete study visits over 12 months.
3) Fluent in English or Spanish. 3) Does not plan to reside in the NYC area for the
4) Resident of NYC next year.

5) Released from a jail or prison system within 90 | 4) Terminal illness

days.

Individuals on parole are eligible to enroll in and participate in the study. If a participant is reincarcerated after
being enrolled, they will remain as part of the study throughout the study period. During the re-incarceration
period, the research team will not be in contact with the participant nor will any research-related activities be
conducted until they are released back into the community. As a result, these individuals will not complete
the REDCap interviews nor the web-based questionnaires during the weeks they are incarcerated.

Furthermore, individuals who are identified to have been released from a correctional setting more than 90
days prior to enrollment will be disenrolled.

Recruitment

We will utilize Fortune existing reentry service to provide active referral to the study for clients who meet
eligibility criteria as outlined above. Case workers at Fortune will inform potential participants about the
study during telephone check-ins and visits. Passive recruitment will occur by posting study flyers at
Fortune Society locations. Eligible and interested patients will meet with the study coordinator (SC) over
the phone or in-person for screening consisting to determine eligibility(see attached COVID testing among
CJls screener). If eligible, they will complete informed consent for enroliment. Informed consent will be
obtained in the patient’s native language — English or Spanish. If necessary, an interpreter will be used,
and the informed consent form will be written in that language. Other collaborating sites include the
University of Bristol. No potential participants will be recruited or followed at this site.

D. Procedures

All study-specific procedures will be performed by research staff members (study physicians, nurses and
research assistants), although some data collected in the study will be through routine clinical care. All study
procedures will be performed with medical supervision. In addition to interviews, the primary study
procedures involve nasal sample collection. Research staff have direct experience working with this
population.

a. Questionnaires
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Data will be collected using REDCap questionnaires at each research visit (0, 3, 6, 9 and 12 months).
Research visits for both arms will occur in private rooms at Fortune

Overview of data collection

or remotely over the phone/videochat to maintain
social distancing, the REDCap will be
administered by the SC at each visit. The REDCap
interviews and questionnaires will collect key
socio-demographic factors, comorbidities, COVID-
19-

related knowledge. These interviews will also be
used to ascertain the barriers to testing including
attitudes toward COVID-19, mistrust of the
healthcare system, and perceptions of risk as well
as self-reported behavioral changes (e.g. mask
wearing), ability to socially distance, and take
other protective measures in the community.
REDCap interview data will be directly entered on
a laptop computer (by the SC if collected over the
phone or directly by the participant if collected in
person). The study laptop will be password
protected and will contain only participant study ID
(no identifying information).

Participants will also complete 26 brief (2-5
minute) web-based questionnaires every two
weeks over the study period. For each web-based
questionnaire (every 2 weeks), participants will
receive personalized links to a web-based
questionnaire that will be accessible for 24 hours.
Participants will choose how (text or email) and
when (day of the week and time) to receive
automated links. They will receive two automated
reminders

if questionnaires are not completed within 2 and 3
hours of the original message. If questionnaires
are not completed within 12 hours, research staff
will be automatically notified and will call
participants. Web-based questionnaires will focus
on mitigation measures (e.g. mask wearing,
hygiene) and housing. Following the completion of
the study, all of these records will be destroyed in
accordance with NIH guidelines.

To be respectful of participants’ responsibilities
outside of the study, we will implement a visit
window period. This means that while participants
will be expected to complete their follow up visits 3

Aim, Construct Research visit  [Source
hypothesis
Outcome measures
Aim 1, Tests performed 0,3,6,9, 12 Program
H1 Coordinator logs,
healthcare records
Aim 1, Results received, 0,3,6,9, 12 RC
HA1 Time to receipt (days)
Aim 1, Mitigation measures [0, 3, 6, 9, 12 RC
H2 Every 2 weeks wQ
Aim 1, Impact of intervention |0, 3,6, 9, 12 RC
H3 dose on mitigation Every 2 weeks waQ
Aim 2, Cost and resource use |0, 3, 6, 9, 12 RC, WQ, Logs,
H4 Every 2 weeks healthcare records,
observation
Other covariate measures
All Sociodemographics 0, RC
All Knowledge and 0,3,6,9, 12 RC
attitudes toward
COVID-19
All COVID-19 symptoms [0, 3, 6, 9, 12 RC, WQ
All COVID-19 testing 0,3,6,9, 12 RC, WQ
experience (modified*)
All Comorbidities and care [0, 3, 6, 9, 12 RC
engagement
All Mental health impacts |0, 3, 6, 9, 12 RC
of COVID-19, PHQ-9,A
GAD-7*, Coronavirus
/Anxiety Scale, Effects
of COVID-19 Outbreak
All MOS Social Support [0, 3,6, 9, 12 RC
All Household impactof |0, 3,6, 9, 12 RC
COVID
All Social distancing 0,3,6,9, 12 RC, WQ
experiences Every 2 weeks
All Housing situation 0,3,6,9 12 RC, WQ
All Substance use 0,3,6,9, 12 RC
behavior, ASI*
All Mitigation (hand 0,3,6,9, 12 RC, wWQ
hygiene, mask Every 2 weeks
wearing)
All Quality of life® 0,3,6,9,12 RC
All Crime and legal 0,3,6,9, 12 RC
activities®
All Non-study Resource |0, 3,6, 9, 12 RC
Utilization”
All Trust in the medical 0,3,6,9,12 RC
system and providers”
All Vaccine acceptability,* |0, 3, 6, 9, 12 RC
and uptake
RC=REDCap, WQ=Web-based Questionnaire. Measures in this study were
selected from the PhenX Toolkit version August 27, 2020, Ver 33.5. except
as otherwise noted (*). *“Modified to capture SARS-CoV-2 testing
experience onsite vs. offsite.

months after their previous study visit, they will be able to complete the visit within the following timeframe:
one month prior and one month after their expected visit date. Please see the table below:

|Study Activity |Week |Timeframe
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BL 0 Immediately after enrollment
Month 3 12 Opens on Week 8
Close on Week 16
Month 6 ) Opens on Week 20
Close on Week 28
Month 9 36 Opens on Week 32
Close on Week 40
Month 12 43 Opens on Week 44
Close on Week 52
b. Records

Healthcare records

Medical record data will be extracted from medical facilities that participants visited 30 days prior to
enroliment through 12 months after enroliment. Data will include lab values, prescriptions, and notes. Trained
research staff will obtain and extract medical record data. Dr. Akiyama will supervise this process and
independently extract data on 10% of records. We are experienced with this process, having extracted data
from over 150 NYC facilities. Following the completion of the study, all of these records will be destroyed in
accordance with NIH guidelines.

Department of corrections records

We will utilize the DOC inmate lookup system. This system will be used to verify that potential participants
were released from a jail or prison within the last 90 days. Date of release will also be confirmed by CHS
partners. This system will also be used to assist with participant tracking. If the research team is unable to
contact the participant through the contacts on their locator form, they will check the participant’s re-
incarceration status via the public DOC inmate lookup system.

Fortune program coordinator logs

We will use the Fortune Program Coordinator logs to determine testing uptake and the proportion of tests
performed. The Fortune Program Coordinator will keep logs of: 1) all outreach calls made to clients to provide
education about the importance of asymptomatic testing, 2) referrals to offsite testing (SoC arm), 3) tests
performed, test results, and whether or not they were received by the client (O-PoC arm). The Program
Coordinator will be trained by the Albert Einstein Collect of Medicine/Montefiore Medical Center team on
obtaining and managing data for the logs. Following the completion of the study, all of these records will be
destroyed in accordance with NIH guidelines.

As part of this study, we may also provide updated contact information or other needs the participant
expresses to the research team to Fortune Society in an attempt to enhance the services they receive.

c. Specimen collection and laboratory procedures

Specimens

The specimens to be collected from enrolled subjects include nasal samples. Those randomized to receive
offsite SARS-CoV-2 screening will have their NP PCR collected by trained health professionals at their
selected sites.

For individuals assigned to onsite testing, the PCR rapid analysis will be conducted by a CHW using the
Cepheid Xpert® Xpress SARS-CoV-2 PCR Diagnostic Panel. Individuals randomized to onsite SARS-CoV-
2 screening will self-swab for a nasal specimen under the supervision of the CHW at a time scheduled by
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the Fortune Program Coordinator (PC). The cartridge in which the sample is used for analysis may also be

used to asses for infection with influenza A, influenza B, and RSV by the CHW who will analyze the
sample. CHWs will be trained in nasal collection by Cepheid and will oversee all onsite study-specific nasal
collections. In the event a participant prefers not to self-swab, the CHW will collect the nasal sample. All
specimens collected by the CHW will be identified by only a study identification number and no personal
identifiers. Only selected research staff will have access to the codebook linking the subjects’ study
identification number. After collection, samples will be stored in a refrigerator for up to 1 week and then
sent to the Einstein/Montefiore pathology lab for metagenomic sequencing to evaluate for circulating
variants of SARS-CoV-2 and other circulating pathogens.

For the onsite POC group, the Einstein/Montefiore Project Coordinator will perform quality assurance every
week for the first month and every 4 weeks thereafter to ensure test protocols are properly followed.
Despite initial training and follow-up, there is a chance that the RT-PCR is administered incorrectly.
However, SARS-CoV-2 tests will not be used to make decision about medical care, therefore results will
not have serious health impacts if performed incorrectly.

d. Biosafety management

Authentication of Key Biological and/or Chemical Resources

Key biological resources in this proposal include nasal samples from human individuals.

These are collected via nasal samples under the supervision of our Community Health Workers (CHWSs) at
Fortune Society. Samples will be collected and tested onsite at Fortune Society facilities where Cepheid
Xpert Xpress SARS-CoV-2 PCR tests will be used to provide onsite point of care SARS-CoV-2 testing.
Both sensitivity and specificity for the Xpert HCV Viral Load assay for HCV RNA quantification has been
found to be 100%. It is our plan to introduce onsite Cepheid Xpert Xpress SARS-CoV-2 PCR to Fortune
Society in coordination with this proposal.

Biohazards

Our study team has extensive experience working with infectious organisms, specifically with SARS-CoV-
2, hepatitis ¢ virus and HIV. We will ensure that any infectious or potentially infectious materials will be
handled in appropriate containment facilities by fully trained and competent staff in accordance with
national guidelines. CHWs will be trained in proper nasal collection and testing by Cepheid at Fortune
Society and the Einstein/Montefiore Project Coordinator will perform quality assurance every week for the
first month and every 4 weeks will to further ensure proper testing protocol. The Cepheid Xpert Xpress
SARS-CoV-2 PCR will be administered by CHWs under a CLIA waiver, which includes test systems
cleared by the FDA for home use. While there is a chance that the RT-PCR is administered incorrectly
despite initial training and follow-up, since we will not utilize the SARS-CoV-2 tests results to make
decisions surrounding medical care, we do not anticipate that an incorrectly administered test will cause
serious health impacts.

Data management

A. Data storage

All study-specific procedures will be performed by research staff members (study physicians, nurses and
research assistants), although some data collected in the study will be through routine clinical care. All study
procedures will be performed with medical supervision. In addition to interviews, the primary study
procedures involve nasal specimen collection. Research staff have direct experience working with this
population and with HIV- and HCV-related research studies.

B. Data management

Prior to study enroliment, all research staff will be trained in principles of human subjects protection and
maintenance of confidentiality of study participants. All staff will be required to complete CITI human subjects
Version 1.7
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research training. In addition to the nasal sample collection tralnlng, CHWs WI|| have already received

HIPAA/Privacy/Confidentiality training from Fortune at onboarding as well as an annual refresher training.

To protect patient confidentiality, each participant will, upon enroliment, be assigned a unique identification
number, which will be written on all data collection forms and specimens so that all results can be linked to
the database, where the participant is only identified by this unique identification number. The participant’s
name will not appear on any data collection forms or in the study database.

All data collection instruments will be stored in closed, locked file cabinets with restricted access (i.e., in a
locked room with only access by study personnel) at each study site. Consent forms and all participant
identifying information obtained at study enrollment and used to track participants will be stored separately
from data collection instruments, in separate locked filing cabinets. The electronic data will be stored in a
password-protected web-based database that is compliant with the U.S. Health Information Portability and
Accountability Act (HIPAA) requirements and is only accessible by approved study staff. The purpose of
HIPAA regulations is to ensure that participants’ personal health information is safe and secured from
individuals or entities that are not authorized to use such information.

C. Data security

At the time of data collection, the study staff member will enter the data onto paper forms; a study staff
member will subsequently enter the data into a web-based password-protected database. All paper forms
will be kept in a locked file cabinet in a locked room. The database is located on a secure, encrypted web-
based server, and all entries are logged with time stamps and user credentials. The databases also have a
password expiry rule where one is asked to change their passwords periodically and are server
authenticated. Study documents, including informed consent forms, source documents, and data collection
forms, are stored at the study sites in a secure storage system. Storage areas are maintained securely and
confidentially, filing cabinets will be locked and the doors to rooms housing the filing cabinets will be locked.
Entry into record storage areas is restricted only to authorized staff.

D. Data monitoring and quality assurance

Data collected will be monitored by the Einstein Study Coordinator (SC), Fortune PC and Principal and Co-
Investigators. The SC will review a subset of data collection forms and database entries for completeness
and accuracy on a monthly basis from each site. The SC, and Dr. Akiyama will communicate on a weekly
basis regarding enrollment and retention, study staff performance, database entry and cleaning.
On a monthly basis, the Einstein/Montefiore SC will perform quality assurance to ensure test protocols are
properly followed as well as to monitor the following:
o Verify compliance with human subjects protections and other research regulations and guidelines,
including confidentiality procedures, informed consent process, and regulatory documentation.
¢ Observe the performance of study procedures
Assess adherence to the study protocol
¢ Confirm the quality and accuracy of information collected at the study site and entered into the study
database
¢ Assess the resolution of any past or ongoing issues identified at previous monitoring visits

E. Data analysis

Analyses of data have been planned for each specific objective.

1) Test the effectiveness of an onsite PoC SARS-CoV-2 intervention in a corrections-focused CBO.

H1: O-PoC (vs. SoC) will result in a greater proportion of tests performed and results received. To
test this hypothesis we will conduct separate logistic regression models with performing at least one SARS-
CoV-2 test and receiving at least one SARS-CoV-2 test result during the 12-month study period as the
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dependent variables and study arm as the main independent varlable Flrst we will use bivariate logistic

regression models to determine the effectiveness, i.e., the odds of performing a SARS-CoV-2 test and
receiving a SARS-CoV-2 test results between randomization arms, O-PoC vs. SoC. Second, we will include
key baseline variables (e.g., sex, race/ethnicity, history of SARS-CoV-2 testing and infections) that are
unbalanced in the two groups in the multivariate analyses. In addition, we will also conduct separate bivariate
and multivariate Poisson regression models to estimate the number of SARS-CoV-2 tests performed and the
number of SARS-CoV-2 test results received during the 12-month study period with study arm as the main
independent variable.

Power and sample size consideration: For H1, we have chosen to power on test results received because
this is a more clinically meaningful in that tests that are received can produce actionable results. While there
are no existing pilot data on SARS-CoV-2 testing to guide this power calculation, data comparing HIV and
HCV test results received through onsite, point-of-care testing in settings serving other vulnerable
populations such people who use drugs in a substance use treatment programs vs. offsite for those referred
for laboratory-based HIV and HCV testing are ~70% and ~20%, respectively.”>7* With 250 as our target
sample size (125 per arm, assuming a 1:1 ratio), conservatively accounting for a 15% attrition, we will have
a sample size of 212 (106 per arm) for H1. Table 3 shows this sample size will allow us to detect a 19%
difference in proportion of test results received (70% vs. 51%) with at least 80% of power at a significant level
of 5% (two-sided test). To test the larger difference i.e. 70% vs. 20%, the power will be >99%.

H2: O-PoC (vs. SoC) will be associated with increased mitigation behaviors. Participants’ 26
assessments of mitigation measures (e.g., mask wearing, hand hygiene, social distancing) for each 2-week
time period will be the unit of analysis. We will determine the association between O-PoC testing (vs. SoC)
and mitigation measures using mixed effect linear regression models (SAS Proc Mixed) that include
individual specific random intercepts to account for hierarchical data (repeated measures within individuals).
The primary dependent variable will be mitigation measures, such as frequencies of mask wearing hand
hygiene, and social distancing (see section D.9.). The main independent variable will be randomization arm
(O-PoC or SoC). The estimated betas will represent the effect in mitigation measures comparing O-PoC to
SoC. We will also include key baseline variables (e.g., sex, race/ethnicity, history of SARS-CoV-2 testing and
infections) that are unbalanced in the two groups in the multivariate analyses.

Power and sample size consideration (H2): We calculated power using simulated data (see Table 4).
Since there are no available data from randomized studies that can guide our estimation of the effect size,
we present several estimates with varying ranges of effect sizes (Cohen’s d) and inter-class correlations
(ICCs). In addition, our sample size estimates incorporate a two-tailed alpha level of 0.05. Table 4 shows
that a sample size of 106 per arm (assuming a 1:1 ratio and a 15% attrition) can detect a moderate difference
of 0.3 (Cohen’s d) in mitigation measures 80% of the time with a more stringent condition (i.e., ICC=0.6).
When ICC is smaller and the effect size is larger, the power will be greater.

H3: Higher O-PoC intervention dose will be associated with better adherence to mitigation behaviors.
To test H3, we will examine data from O-PoC participants only. We will conduct mixed effect linear regression
model to examine the association between O-PoC intervention dose and subsequent adherence to mitigation
measures while accounting for individual level random effect. The independent variables will be attendance
statuses at each O-PoC visit (0, 3, 6, 9 months), which is a time varying dichotomous variable. The dependent
variable will be the corresponding 3-month summary scores (mean or proportion) of adherence to mitigation
measures between visits. In addition, we will also conduct linear regression analyses to examine the
association between the proportion of O-PoC attendance and overall mitigation measures over 12 months.
Power and sample size consideration (H3). Assuming the ratio of attendance to non-attendance is 7:3,
with 106 O-PoC participants (assuming a 15% attrition) and 4 time points per individual, we will have 90%
power to detect a moderate difference of 0.3 (Cohen’s d) in mitigation measures between participants who
will attend O-PoC visits vs. those who do not when ICC=0.4 and two-tailed alpha=0.05. Since O-PoC
attendance is a time varying variable, the power will be greater when ICC is greater.

2) Model the cost-effectiveness of an onsite PoC SARS-CoV-2 intervention among CJls compared to
SoC.
H4: O-PoC (vs. SoC) will be cost-effective in terms of cost per COVID-19 case identified and averted.
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We have argued that the O-PoC intervention will increase SARS-CoV- 2 testlng uptake and result provision

and increase mitigation behaviors among CJls. We further hypothesize it will be cost-effective as we
anticipate it will allow for early case identification and subsequent isolation and/or behavior change among
those who are infected. Participants that are promptly informed of their status, receive education, will be
more effectively able to isolate (reduce contact with others), more likely to perform additional mitigation
measures such as mask wearing, hand hygiene, and social distancing, which will consequently prevent
spread to others.

Methods for costing. O-PoC testing will involves set-up costs and intervention delivery costs, including
materials and staff and CHW time for onsite testing, education, counseling, and patient navigation, while SoC
involves the cost of referral, and implementation of SoC tests. Research associated costs will be excluded.
Dr. Walker will consult with the Montefiore/Einstein Project Coordinator and Fortune staff to breakdown the
intervention into cost centers/activities and to evaluate the ingredients that make up each activity. Resource
use per individual will be recorded in study data (such as visits attended, supplies distributed, etc.), while the
average length of study visits will be estimated through operational questionnaires completed by Fortune
staff on a regular basis (to achieve a random sample of visit/activity durations during each of the 5 intervention
visits). Unit costs of consumables per activity or per month will be gathered from study and CBO expenditure
records. The cost and resource use of COVID-19 treatment/hospitalization will be gathered from medical
records and through reimbursement records. The bulk of the costing will be conducted during a two week
visit by Dr. Walker to the intervention in year 4, during which activities will be observed, interviews conducted
with study staff, and unit cost data gathered. The total and per study participant difference in cost between
the OPoC intervention and offsite testing will be compared to the difference between cases identified in the
two arms to calculate the incremental cost per case identified of O-PoC intervention vs. SoC.
Cost-effectiveness analysis. After measuring costs of O-PoC (vs. SoC) including staff time for testing,
outreach and counselling, start up and overhead costs, and consumable costs, we will model the cost-
effectiveness of O-PoC (vs. SoC) in terms of cost per case identified, cost per direct transmission event
averted, and cost per quality adjusted life year (QALY) or years of full capability (YFC). In the cost-
effectiveness analysis we will compare SARS-CoV-2 testing uptake between participants randomized to O-
PoC vs. SoC. We will use a mathematical simulation model (Markov model) to evaluate for the cost and
impact of testing within the cohort and their immediate contacts, this will assume a potential for transmission
of COVID-19 from infected cases to close contacts (secondary attack rate) as reported in the literature
through contact tracing and observational studies,”>"6 but will not account for the dynamics of further onward
transmission due to uncertainty about how the initial epidemic will transition into seasonal outbreaks or how
it will be affected by vaccination in the general population. As well as costs of testing, we will account for ED
visits, hospitalization costs, and other healthcare required for COVID-19 cases. Healthcare benefits of the
intervention will be evaluated using the EQ-5D and ICECAP-A questionnaires conducted at research visits,
and converted into QALY and YFC, and incremental cost effectiveness ratios (ICERs) used to compare cost
per QALY or YFC gained within intervention. This will account primarily for the improvement in quality of life
achieved through engagement with healthcare, knowledge of COVID-19 status, and counselling received
through the program. We will also incorporate projections of QALYs saved per infection averted, based on
life table methods, adjusted for the age of the population and comorbidities.””

Sensitivity analyses. A sensitivity analysis will be performed using a range of values for testing uptake,
social distancing measures, and population flow (number of O-PoC attendees; median/mean time to testing
and follow-up), to evaluate the impact of varying our assumptions for key parameters on the cost-
effectiveness. We will also model the way in which this strategy performs in high, moderate, and low
prevalence settings, and using higher vs. lower sensitivity tests (e.g. PCR vs. antigen vs. saliva). The effect
of false positives and false negatives will be incorporated into the model by assuming a proportion of those
who test negative are false negatives and a proportion of those who test positive are false positives. For
example, a systematic review revealed when comparing rapid PCR to antigen tests, the former had higher
average sensitivity, 95.2% (95% CI: 86.7% to 98.3%).7® Moreover, antigen tests had much greater variation
in sensitivity when compared with that of rapid molecular assays. Recently, the FDA has issued an EUA for
saliva-based laboratory diagnostic testing for SARS-CoV-2. Although analyses have identified specificity in
saliva-based tests to be comparable other SARS-CoV-2 diagnostic measures, the newer test has a lower
sensitivity than that of the nasopharyngeal PCR.”® Therefore, while the quicker, easier and likely cheaper
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option for PCR collection than the standard nasal swab also ellmlnates the need for preservatives or

specialized tubes for collection, current findings suggest that this may not be the most suitable option in
settings where nasal PCR can be efficiently conducted.?” The sensitivity analysis will help determine
scalability and cost-effectiveness of SARS-CoV-2 testing strategies in other settings.

F. Qualitative data collection

We will conduct interviews with representative sub-set of 20-40 participants will be interviewed, all belonging
to the intervention arm of the study. These participants from the on-site point-of-care (O-PoC) arm will be
asked to reflect on their experience of receiving regular asymptomatic testing, COVID-19 education and PPE,
and supportive counseling at Fortune Society from the CHW. These one-time semi-structured interviews will
be conducted during the one-year participation.

Equal clusters of participants interviewed at each major 3-month milestone in the study (e.g. 5 participants
interviewed at each 3-month mark). Participants who complete a qualitative interview will be compensated
$40 and an additional $5.80 to cover the cost of roundtrip transportation to and from the study visit if opting
for an in-person visit.

Analytic plan

Participant interviews will be audio-recorded, digitally stored on an encrypted password-protected folder
within box.com, a HIPAA-compliant web-based data system, and professionally transcribed without
participant identifiers. We will use thematic analysis to identify key themes relating to uptake of COVID-19
testing and mitigation factors. Initial review of data: In an iterative process, Dr. Akiyama and team will read
all interview transcripts and record concepts that emerge upon repeated readings. Developing a coding
scheme: The coding scheme will be based on the interview data and the goals of this project. The codebook
will be discussed and agreed upon by the entire research team. Any necessary changes will be made by
consensus. Coding: Using the codebook, two research team members will code data independently. The
research team will meet, discuss codes, and, if there are any inconsistencies, will come to a consensus
agreement as to application of codes for each transcript. Using Dedoose software (SocioCultural Research
Consultants, Los Angeles CA), codes will be applied to the dataset and data will be organized by code.
Sorting: After data are sorted and main themes are identified, the research team will meet again to ensure
that all concepts are properly represented and that thematic saturation has occurred. Member checking:
Identified themes will be presented to study participants to elicit interpretation and additional insight

G. CHW Audio diary recordings

We will collect audio diaries from the CHW at the end of each day reflecting on their COVID-19 testing and
education visits with participants. The CHW holds these visits with each participant enrolled in the on-site
point-of-care (O-PoC) arm of the intervention once every 3 months, for a total of 5 visits throughout their 1
year of participation. The CHW will be informed not to state any identifying information about participants,
particularly their name and date of birth. The audio diaries will supplement information collected in the CHW
logs regarding COVID-19 education provided, including the CHW’s own thoughts and reflections on the
successes and limitations of the intervention. Audio diary entries will be recorded at the end of the workday
in which the CHW had conducted one or more testing and education visits with participants. This recording
schedule will be maintained until the study has concluded and the final participant has completed their last
visit.

Analytic plan

Audio diaries interviews will be audio-recorded, digitally stored on an encrypted password-protected folder
within box.com, a HIPAA-compliant web-based data system, and professionally transcribed without
participant identifiers. We will use thematic analysis to identify key themes relating to COVID-19 education
provided, including the CHW’s own thoughts and reflections on the successes and limitations of the
intervention. Initial review of data: In an iterative process, Dr. Akiyvama and team will read all interview
transcripts and record concepts that emerge upon repeated readings. Developing a coding scheme: The
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coding scheme will be based on the interview data and the goals of thls prOJect The codebook will be

discussed and agreed upon by the entire research team. Any necessary changes will be made by consensus.
Coding: Using the codebook, two research team members will code data independently. The research team
will meet, discuss codes, and, if there are any inconsistencies, will come to a consensus agreement as to
application of codes for each transcript. Using Dedoose software (SocioCultural Research Consultants, Los
Angeles CA), codes will be applied to the dataset and data will be organized by code. Sorting: After data are
sorted and main themes are identified, the research team will meet again to ensure that all concepts are
properly represented and that thematic saturation has occurred. Member checking: Identified themes will be
presented to study participants to elicit interpretation and additional insight

Ethical considerations

A. Human subjects

The investigators are committed to the protection of the rights of all participants in the proposed research, in
accordance with U.S., Albert Einstein College of Medicine regulations. Before the initiation of any human
subjects research, the study (including protocol and informed consent) will be submitted for review and
approval by all applicable Institutional Review Boards (IRBs) at collaborating institutions. This will include
ethics committees at Albert Einstein College of Medicine (Einstein) and University of Bristol. These IRBs
have a Federal Wide Assurance (FWA) and are registered with the U.S. Department of Health and Human
Services (DHHS) Office of Human Research Protection (OHRP). Recruitment at Fortune will be overseen by
the Einstein IRB. The Principal Investigator of this application (Dr. Akiyama) in collaboration with the key
personnel will help ensure the following:

e Education for all study staff on the protection of human subject participants; all investigators and study
staff will be required to complete and maintain CITI (Collaborative Institutional Training Initiative)
training (www.citiprogram.org) accreditation;

o Verify that informed consent was correctly administered for all participants by reviewing signed copies
of consent forms that have been approved by the IRBs;

o Review the study procedures to ensure that any required protocol amendments have been approved
by the IRBs and are appropriately conveyed to the study teams;

e Monitor adverse events and ensure all events are appropriately reported to the IRBs, and that
participants experiencing adverse events have received appropriate medical care, if necessary;

o Verify that any events resulting in a breach of confidentiality have been reported and documented;

o Review procedures for storing study data; ensure that information related to the study is kept
confidential, and that only the necessary staff has access to study information.

B. Risks

This study is associated with minor risks as the only study-related intervention is phlebotomy at study visits.
Additional risks associated with study participation include the inconvenience of attending research visits and
threats to confidentiality.

Inconvenience of attending study visits: The study requires 5 study visits for over 12 months. We will
provide compensation for study participation and inconvenience. Participants will receive $40 for each
completed study visit as well as an additional $5.80 to cover the cost of roundtrip transportation to and from
the study visit if opting for an in-person visit. Phones will be provided to individuals who do not have a
smartphone or one that is compatible with the Ethica software, which we will use to measure access to
SARS-CoV-2 testing and healthcare services, ability to socially distance, and knowledge translation from
public health messaging, the web-based questionnaires will be sent through this application. For those opting
for in-person visits we will attempt to have study visits coincide with the participant’s regular visits to Fortune
for their regular services, although participation in the study will require additional time spent with research
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staff. Participants will receive $10 for each of the 26 web-based surveys they complete as well. Participants

will also be told that they may withdraw from the study, if they so choose, at any point, without any impact on
their access to healthcare or access to Fortune Society’s services.

Retention procedures: To aid in retention, we have 4 additional incentives:

1. Participants will receive an additional $5 for completing a 4-week check-in with the study coordinator
to confirm/update their contact information.

2. Participants will receive $50 for completing BOTH the Month 3 and Month 6 visits (to be paid at the
completion of the Month 6) and an additional $50 for completing BOTH the Month 9 and Month 12
visits (to be paid at the completion of the Month 12).

3. Participants will receive up to $40 (in $5 increments) in retention incentives for contacting MOSAIC
staff and providing updated locator information between in-person visits. They will only be
compensated for one contact per month between each in-person visit.

4. If the MOSAIC team is unable to establish contact with the participant for their study visit, we may
incentivize their emergency contacts to help us get back in touch with them. We will not share any of
personal information or details about the nature of the study. Contacts will receive $25 via electronic
giftcard if they are able to successfully reconnect the participant with the MOSAIC team and the
participant completes the study visit they were being contacted for. There will only be one
compensation per study visit. Participants will have the option to state whether or not they would like
this person to receive compensation.

Nasal specimen collection: All participants will have nasal samples collected at each research visit, (0, 3,
6, 9 and 12 months). These samples will be used to assess for current SARS-CoV-2 infection at these five
time-points. Nasal collection may cause some discomfort where the swab enters the nasal cavity.

Onsite tests will be performed by CHWs under a CLIA waiver, which includes test systems cleared by the
FDA for home use. Although CLIA-waived tests must be simple and have a low risk for erroneous results,
this does not mean that waived tests are completely error-proof. Errors can occur at any point in the testing
process, particularly when the manufacturer’s instructions are not followed and when testing personnel are
not familiar with all aspects of the test system. Additionally, some waived tests have potential for serious
health impacts if performed incorrectly. For example, results from waived tests can be used to adjust
medication dosages, such as prothrombin time testing in patients undergoing anticoagulant therapy and
glucose monitoring in diabetics. With this in mind, onsite nasal sample collection will be performed under
the supervision of the CHWs who have been trained by Cepheid. To ensure CHWs are following testing
protocols correctly, the Einstein/Montefiore Project Coordinator will also perform quality assurance every
week for the first month and every 4 weeks. Though we do not anticipate and will minimize this risk of tests
not being performed optimally as describe above, there is a chance that the RT-PCR is administered
incorrectly despite initial training and follow-up. However, since we will not utilize the SARS-CoV-2 tests
results to make decisions surrounding medical care (only education and patient navigation), we do not
anticipate that an incorrectly administered test will cause serious health impacts. CLIA waived, point-of-
care testing for HIV and hepatitis C virus are already performed at Fortune Society locations by Fortune
staff. This study will operate under a similar principle. All participants will be made aware of the signs and
symptoms of severe COVID-19 disease and will be counseled to seek the appropriate care should they
develop such symptoms. Onsite nasal collection will be conducted in private rooms at Fortune Society.
CHWs will outfitted in proper PPE per CDC guidelines including face masks, surgical gloves, hand sanitizer
and disinfectant wipes, and disposable surgical gowns when observing and/or conducting the nasal
collection.

Confidentiality: Because this project focuses on COVID-19 among criminal justice-involved individuals,
confidentiality is a major concern. We will be collecting personal information from participants to facilitate
follow up and will be asking questions about sensitive data including health and COVID-19 exposure. Data
from Program Coordinator logs and healthcare records will be de-identified and entered into REDCap, a
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secure HIPAA-compliant web-based data system. To maintain strict confldentlallty of all data we will use

separate processes for ID-based and name-based files and seek a Certificate of Confidentiality. Our
procedures to maintain confidentiality are addressed below.

Protection against risks: Questioning about criminal activity and substance abuse requires special
sensitivity to issues of confidentiality. Participant confidentiality will be carefully protected. We will institute
the following processes to ensure confidentiality is maintained:

1. We will be using Ethica and REDCap for data collection and we will create a “name-based” system
and “ID-based” system that will remain separate. In the name-based system, all documents that have
patient identifiers will be filed together. Some of these documents will have participants’ signatures
(e.g. consent forms) and others will have personal information (e.g. locator forms). In the ID-based
system, all documents that do not include identifying information or signatures will use participants’
IDs (rather than names) and will be filed together. All forms will contain either participants’ names or
their study IDs, but not both. There will only be one electronic document that links participants’ names
to their study IDs, which will be stored on a password-protected computer.

a. Data collected via the Ethica system will also be de-identified. The participant’s Ethica ID will
be maintained across acquisition methodologies, leading to a classic anonymized data
collection system. Given that data on location is collected, the Ethica team informs participants
as part of the consent process that while they will make every effort to ensure their anonymity,
it is possible for researchers to learn it, and requests that participants do not publish any data
which might be individually identifying (such as a map of their daily routine) without their
express written consent. The research team agrees to not intentionally seek to re-identify the
data in efforts to identify the participant.

b. REDCap, which uses HIPAA compliant systems, with end to end encryption, will be used to
collect participant responses to study questionnaires, as well as enter and store Program
Coordinator logs and healthcare records. Additionally, REDCap allows us to assign individuals
different levels of access to the system and data and allows monitoring of data access and
flags/rules can be created for any potential suspicious activity (e.g. a user accessing the
system outside expected working hours).

c. Data collection via phone carrier may also be enabled in some instances. At enroliment,
participants who receive a study phone will be asked if they would like to share their location
with the SC. This will not be used to continuously check participants’ whereabouts. The study
team will only access the shared location feature in the event a participant contacts the study
to inform them their phone has been lost or stolen. Participants can turn their shared location
services on and off as they choose. The research team agrees to not intentionally seek to
identify a participants’ whereabouts.

We will obtain a Certificate of Confidentiality to protect participants’ sensitive information.

Letters and/or phone messages that are left for participants (to schedule research visits) will not

include any personal identifying information, and will not mention criminal justice involvement or the

study directly.

4. Study records will be kept in locked files and/or within limited access, code-protected computer files,
available only to the investigators and study personnel.

5. Publication or presentation of study results will not identify subjects by name. In addition to addressing
issues of confidentiality, it is crucial that we protect both peer mentors and participants from emotional
distress that may occur during any of the intervention or research activities. During interviews we will
ask sensitive questions about behaviors such as drug use. Members of the research team conducting
the individual interviews are trained to be aware of and immediately address emotional distress. When
participants become distressed, the member of the research team will immediately call the PI, Dr.
Akiyama. Distressed participants will be referred to medical/psychiatric attention at their community
health center or the emergency department (depending on severity).

wn

In addition to interviews, the primary study procedures involve specimen collection. CHWs have direct
experience working with this population and with public health-related research studies. Onsite nasal
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collection will be performed under the supervision of CHWs who agree to serve as testers and receive

specific training from Cepheid to minimize discomfort and ensure safe specimen collection. Each subject
will receive a unique study identification number. All research data and specimens will be labeled only with
this number and contain no other individual identification. Only the written informed consent forms will have
identifying information on them. Subjects’ names and study ID numbers will be linked in a single, password
protected computer file that will be kept on a computer which can only be accessed by senior project staff.
This link between the subject and the research study will be destroyed 6 months after the end of the study.
Study records will be kept in locked files and/or within limited access, password-protected computer files,
available only to the investigators and study personnel. Publication or presentation of study results will not
identify subjects by name. The investigators have extensive experience in the performance of similar
studies among justice-involved individuals people living with infectious diseases.

C. Benefits

For individual subjects who participate in this study, the benefit will be the knowledge that they are
contributing to the understanding of SARS-CoV-2 testing and mitigation among justice-involved individuals.
Participants may also benefit from increased uptake and receipt of SARS-CoV-2 test results and mitigation
measures. The risk/benefit ratio for this study is low, as the research procedures involve minimal risks
(primarily nasal collection) and the importance of knowledge gained about COVID-19 transmission should
be significant. There will be no expense to participants for participation in this study.

D. Informed consent

Active study recruitment will be employed for this study. During a regular client encounters (telephone and
in-person), Fortune case workers will introduce the study to potential participants and actively refer those
interested in participating to the study team for evaluation and enroliment. Due to the COVID-19 pandemic,
many services are currently being provided telephonically, but Fortune’s community sites are currently
being reopened. If a client expresses interest and gives permission, the case worker will refer them to the
SC for study screening over the phone. The SC will inform referred patients of the purpose of screening (to
identify eligibility for the study); how long screening will take; their choice to participate; that their access to
Fortune Society’s services will not be affected by a choice not to participate; and that there will be no cost,
compensation, or benefit to them of the screening. Potential study subjects will provide their verbal
informed consent. Answers will be recorded anonymously. Waiver of written informed consent for the
screening portion of the research will be sought from the IRB, since screening will consist only of an
interview and review of the patient’'s SARS-CoV-2 history. If a potential subject is willing to participate, he
or she will provide informed consent at the time of enrollment and prior to the administration of any study
measures. If conducted remotely, verbal consent will be obtained in place of written consent to comply with
COVID-19 precautions, a strategy that we are currently using that has been sanctioned by the Einstein IRB
due to COVID-19 for other research studies. Verbally-consented participants will be mailed the informed
consent document to sign with a pre-stamped return envelope to mail back the signed informed consent. If
the consent and enrollment visit is conducted in-person, written informed consent will be obtained. During
the consent process, the SC will review the elements of consent with subjects, including: that this is a
research study; a description of the study procedures, including follow-up tracking and contacts; the risks,
discomforts and benefits of the study; their choice to not participate in the study; the purpose and duration
of the study; confidentiality; and that participation is voluntary. Study enrollment and participation will not
interrupt or interfere with participants’ care. Informed consent will be conducted prior to collecting any
information with personal identifiers (e.g. locator form or medical record release forms), administering the
baseline REDCap interview, and randomization to an intervention arm. Regarding follow-up and tracking,
the SC will also inform individuals that if they do enroll in the study but are lost-to-follow-up, the research
team may utilize the public NYC and/or NYS look up system to determine if the participant has been re-
incarcerated.

a. Disenrollment
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If a participant is unwilling to comply with all study procedures and avallablllty for the duration of the study,

this may be grounds for disenrollment. This may include: (1) When Fortune Society has notified the study
team that the participant is no longer permitted on-site at Fortune’s locations; (2) A participant moves out of
the NYC area (one of the five boroughs) during the course of their participation in the study; or (3) A
participant exhibits disruptive behavior or acts inappropriately toward the study staff. If the participant isn't
following the study procedures, this would be grounds for removal from the study.

In the event a participant may need to be disenrolled, the research team will discuss together the benefits
and risks of retaining the participant. If it is decided the participant will be disenrolled, a member of the
research team will let the participant know that Dr. Akiyama will be contacting them to discuss the study.
Dr. Akiyama will attempt to call the participant up to 3 times, and will leave a voicemail if contact is not
established during the call. If the calls are not successful, the same member of the research team will send
a text message to the participant informing them they are no longer enrolled with the reason why. Once the
participant has been informed they will be disenrolled from ethica and will not longer be able to complete
any of the study activities. We will document all disenrollments in our adverse event log

E. Vulnerable population

We will not include fetuses, neonates, pregnant women, prisoners, or institutionalized individuals in the
proposed research. The research team has extensive experience working with and enrolling justice-involved
individuals into infectious disease research studies.

Data Safety and Monitoring Plan

The purpose of our Data and Safety Monitoring Plan is to ensure the safety of study participants and the
validity of data, in compliance with the National Institutes of Health requirement of Data and Safety
Monitoring for Clinical Trials. In this intervention, we will randomize 250 CJls in blocks of 4-8, with 1:1
allocation of O-PoC vs. enhanced referral to O-PoC or an enhanced referral to offsite community testing.
This section outlines the essential elements of the Data and Safety Monitoring Plan for the clinical trial.

A. Data and Safety Monitoring Board (DSMB)

We will establish a Data and Safety Monitoring Board (DSMB) for the proposed study. This committee will
be comprised of clinicians from Albert Einstein College of Medicine unaffiliated with the research study.
The DSMB will meet prior to enroliment and vote on approval of the protocol prior to initiation and the
minutes of the meeting will be submitted to the IRB within 30 days. It will review safety and trial progress
and provide advice with respect to study continuation, modification, and/or termination. We will email
reports to DSMB members every six months summarizing the number of participants screened, enrolled,
and lost to follow up; and all adverse events. The DSMB will meet prior to enroliment, every 6 months, at
end of study for review of data and findings for future intervention proposal development and as needed in-
person or via conference call.

Members and affiliation: We will establish a DSMB for the proposed study. This committee will include
researchers at the Albert Einstein College of Medicine unaffiliated with the study. We have chosen board
members based on their scientific and clinical experience and expertise in infectious disease prevention
and treatment and design of randomized controlled trials.

Frequency of meetings. Every 6 months, reports will be emailed to DSMB members summarizing the
number of participants screened, enrolled, and lost to follow up; all adverse events; all pregnancies; and all
protocol deviations. The DSMB will meet every 6 months and as needed in-person or via conference call.

Conflict of interest. The DSMB will be comprised of individuals who are unaffiliated with the study, and who
have no financial interests related to the research or its sponsor.
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Protection of confidentiality. Measures to ensure the confidentiality of research part|C|pants is outlined

above. Monthly DSMB reports will not identify participants by name. Should IRB or DSMB members
request to review study records, we will request that all protected health information be treated
confidentially.

Monitoring activities (initial and ongoing study review). The DSMB will meet and vote on approval of the
protocol prior to initiation and the minutes of the meeting will be submitted to Einstein IRB within 30 days. It
will review safety and trial progress and provide advice with respect to study continuation, modification,
and/or termination.

Communication plan to IRB and NIH. In accordance with Einstein IRB regulations, the DSMB will record
minutes of all meetings. The minutes will include the following: 1) attendance, 2) summary of the
discussion, and 3) findings, (e.g., research may begin or continue, recruitment is halted, actions needed
to re-open recruitment, etc.). The DSMB will send the investigator the IRB all minutes.

If the DSMB concludes that the protocol should continue, unmodified, the DSMB will send the
investigator and the IRB the minutes, and no further action will be taken. If the DSMB concludes that
changes to the protocol and/or the informed consent are required, but recruitment may continue, the PI will
submit an amendment to implement the required changes for review by the IRB. If the DSMB concludes
that recruitment should be stopped: 1) the DSMB will send the investigator the minutes with directive to
suspend recruitment immediately; 2) the DSMB and IRB will copy each other on all written and electronic
communications; 3) the IRB Chair or designee will review the DSMB recommendations, and if in
agreement, 4) the IRB will notify the investigator, in writing, affirming the DSMB action, and directing the
investigator to submit an amendment to implement the required changes; and 5) the Pl will submit an
amendment to implement the required changes for review by the IRB.

Any serious adverse event, whether or not it is related to study medications, will be reported to the
DSMB, the IRB, and the NIH Program Officer within 5 business day by phone, email or fax. All adverse
events will be compiled and reported in summary form every month and at the conclusion of the study.
Unanticipated (non-serious) problems will be documented on the Einstein IRB Reportable Event Form, and
reported to the IRB within 5 days. Serious adverse events will be reported to the IRB within 5 days via the
Reportable Event Form on through the IRBManager web portal. A summary of the SAEs that occurred
during the previous year will be included in the annual progress report to the IRB and to NIH. Dr. Akiyama
will report all DSMB recommendations and IRB actions, including protocol amendments in summary form
to NIH on an annual basis as part of the progress repo

B. Adverse Event Monitoring

Collection of AEs and SAEs: Because participants are participating in SARS-CoV-2 testing intervention,
participants are likely to incur no more than minimal risk of AEs. However, if AEs occur, they may include
discomfort with personal questions, discomfort with conducting or receiving an nasal swab, and results of a
SARS-CoV-2 PCR test. AEs will be collected by members of the research team as they conduct research
visits and will be reported to Dr. Akiyama either immediately (for serious AEs) or during regular weekly
project meetings (for non-serious AEs). Serious AEs could include death, life-threatening adverse reaction,
inpatient hospitalization, persistent disability, or an event jeopardizing the participant’s health.

Reporting of AEs and SAEs: Consistent with the policies of the Einstein IRB, all adverse events (AEs) will
be reported to Dr. Akiyama, who will maintain a log of AEs and will decide about the need to report to the
IRB. All serious adverse events (SAEs) will be logged and reported to the DSMB and the Einstein IRB
using the within 5 days via the Reportable Event Form on through the IRB Manager web portal. As per
Einstein IRB policy, anticipated adverse event, such as psychological distress, do not require individual
reporting to the IRB, but will be compiled and reported to the DSMB, Einstein IRB, and the NIH, in
summary form every 6 months and at the conclusion of the study. Unanticipated (non-serious) problems
will be documented on the Einstein IRB Reportable Event Form, and reported to the IRB within 5 days. All
deaths will be reported to the DSMB, IRB, and NIH within 48 hours.
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Management of SAEs or other study risks: Dr. Akiyama will be contacted by cell phone if any study
participants become psychologically distressed. Dr. Akiyama (a board-certified infectious disease
specialist) will make a clinical assessment or the participants’ health and safety. Depending on severity of
the problem, participants may be escorted to either Montefiore’s community health center or emergency
department. Participants may be referred for individual medical or psychiatric attention at Montefiore’s
community health center or the emergency department (depending on severity). We have also set up
several precautions to prevent breach of confidentiality and these have been described above.

C. Interim Analyses and Early Study Termination

The investigative team and the DSMB will conduct interim monitoring of adverse events every six months,
and as necessary. A decision to stop the study may be made at any time that the research team and
DSMB agree that an unacceptable type and/or frequency of adverse events has been observed.

Interim analysis of efficacy data: Interim analysis of the data will be conducted annually starting in year 2. If
the results show overwhelming, statistically significant differences in SARS-CoV-2 testing and linkage-to-
care between study arms, the study will be stopped, or only the arm that has not shown benefit. Dr.
Akiyama will report the decision to terminate the study or change protocol to the DSMB, IRB and NIH within
48 hours of this determination. He will submit a narrative description of the reasons for early termination of
the study to the IRB and NIH within 10 days.

D. DSM PLAN ADMINISTRATION

Responsibility for data and safety monitoring: The Principal Investigator, Dr. Akiyama, will be responsible
for monitoring the safety and efficacy of this trial, executing the data and safety monitoring plan, and
complying with the reporting requirements. The DSMB will vote on approval of the protocol prior to initiation
of the RCT and submit meeting minutes to the IRB within 30 days. The DSMB will review safety and trial
progress and provide advice with respect to study continuation, modification, and/or termination.

Frequency of DSM reviews: We will conduct continuous, close monitoring by study staff and investigators,
with prompt identification and reporting of adverse events. Information about all unanticipated and serious
adverse events will be reported as described above. The Principal Investigator will provide a summary of
the data and safety monitoring report to the Program Officer at NIH on an annual basis as part of the
progress report. The DSMB will meet every 6 months and as needed in-person or via video-conference
call.

Content of DSM report: Dr. Akiyama will provide a summary of study activities to the DSMB every 6
months. This will include the number of participants screened, enrolled, and lost to follow up; all adverse
events; and all protocol deviations. Dr. Akiyama will provide a summary of the data and safety monitoring
report to the Program Officer at NIH on an annual basis as part of the progress report. The data and
safety monitoring report will include a brief description of the RCT, and a summary of baseline
sociodemographic characteristics of participants enrolled to that point. The report will include a summary of
the total number of participants screened, enrolled, and lost to follow up; and quality assurance or
regulatory issues that have taken place in the past year; all actions or changes taken by the IRB with
respect to the protocol; and all unanticipated adverse events (AEs) and Serious Adverse Events (SAEs). If
applicable, the data safety and management report to NIH will also include the results of any efficacy data
analyses conducted.
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