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STATEMENT OF COMPLIANCE

The study will be conducted in accordance with International Council on Harmonisation Good Clinical
Practice (ICH GCP), applicable United States (US) Code of Federal Regulations (CFR), and the NIDA
Conditions of Award. The Principal Investigator will assure that no deviation from, or changes to the
protocol will take place without prior agreement from the funding agency and documented approval
from the Institutional Review Board (IRB). All personnel involved in the conduct of this study have
completed Human Subjects Protection and Good Clinical Practice Training.

The protocol, informed consent documents, recruitment materials, and all participant materials are
submitted to the IRB for approval. Approval of both the protocol and the consent form must be
obtained before any participant is consented. Any amendment to the protocol requires approval by the
IRB before the changes are implemented to the study. All changes to the consent form will be IRB
approved; a determination will be made regarding whether a new consent needs to be obtained from
participants who provided consent, using a previously approved consent form.
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INVESTIGATOR’S SIGNATURE

The signature below constitutes the approval of this protocol and provides the necessary assurances
that this study will be conducted according to all stipulations of the protocol, including all statements
regarding confidentiality, and according to local legal and regulatory requirements and applicable US
federal regulations and ICH guidelines, as described in the Statement of Compliance above.

Principal Investigator or Clinical Site Investigator:

Signed: Date: 12.5.24

*

Name : Dennis P. Watson, PhD
*

Title : Senior Research Scientist

Investigator Contact Information

Affiliation*: Chestnut Health Systems, Senior Research Scientist
Address: 221 W. Walton St. Chicago, IL 60610

Telephone: 312-274-5316

Email: dpwatson@chestnut.org
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1 PROTOCOL SUMMARY

1.1  SYNOPSIS

Title: PATH to reducing burnout among peers who deliver overdose prevention
services: Improving workforce and service system outcomes through a
combined elearning and group consultation intervention (R61 Pilot Phase)

Grant Number: R61DA061340

Study Description: The investigators will test PATH (Peer Advanced Training for total Health) as
an educational workforce intervention for improving peer recovery support
specialists’ (PRSS) overdose prevention (OP) service delivery ability and
quality and as a PRSS workforce and service system support. The PATH
intervention combines (a) virtual education and (b) case-based consultation.

During the R61 phase of this grant, the investigators will pilot the PATH
intervention with PRSS from two Recovery Community Organizations (RCOs)
to understand its acceptability, appropriateness, and feasibility, as well as
satisfaction with the training.

The primary goal of the R61 phase of this grant is to assess the acceptability,
appropriateness, and feasibility of PATH, as well as satisfaction with the
PATH training components.

*
Objectives :

Primary Outcome Measures:
1. Acceptability of the intervention
2. Appropriateness of the intervention
3. Feasibility of the intervention
4. Training Satisfaction
a. Objectives and content
b. Methods and training content
c. Usefulness and overall
Secondary Outcome Measures:
5. Job crafting
a. Approach cognitive resources
b. Approach cognitive demands
c. Avoidance cognitive demands
6. Moralinjury

*
Endpoints :

7. Boundaries
8. Professional quality of life
a. Burnout

b. Compassion satisfaction

c. Secondary traumatic stress
9. Overdose prevention skills, attitudes, and knowledge
10. Overdose prevention stigma
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Study Population:

*
Phase or Stage:
Description of
Sites/Facilities
Enrolling

Participants:

Description of Study
Intervention:

*
Study Duration :

Participant Duration:

1.2 SCHEMA

Version 1
12/05/2024
All participants will be (a) a PRSS currently employed by a participating RCO
pilot site and (b) at least 18 years of age.
N/A; pilot

Recovery Community Organizations (RCOs)

Peer recovery support specialists (PRSS)

PATH is an educational workforce intervention for improving peer recovery
support specialists’ (PRSS) overdose prevention (OP) service delivery ability
and quality and as a PRSS workforce and service system support. PATH
includes 4 hours of eLearning modules completed within a 1-month period,
as well as 8 weekly ECHO sessions, each lasting 1.5 hours, delivered over a 2-
month period. Each ECHO session includes a 30-minute presentation
followed by one hour of case-based discussion about a real client or
problem. The entire PATH intervention takes 16 hours (4 hours of eLearning
and 12 hours of ECHO participation) over 3 months. Participants are
expected to complete all 16 hours, completing the eLearning before starting
the ECHO activities.

4 months

3 months

Enrollment & Baseline survey

NS

PATH elLearning Modules

NS

Time 2 survey

ANy

PATH ECHO sessions

NS

Time 3 survey
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1.3 SCHEDULE OF ACTIVITIES

Table 1: Schedule of Activities

Time point:
Procedures: Enrolilment | Post-eLearning Post-ECHO
(approximately 1- | (approximately 3-
month post- months post
enrollment) enrollment)
Informed Consent X X X
REDCap Survey: X X X
-Demographics
-Acceptability of the intervention
-Appropriateness of the intervention
-Feasibility of the intervention
-Training satisfaction
-Job crafting
-Moral injury
-Boundaries
-Professional quality of life
-Overdose prevention skills, attitudes, and
knowledge
-Overdose prevention stigma
Qualitative focus groups or group interviews X
Administrative data on eLearning and ECHO x*
engagement
*Data are pulled at a single time point and reflect the full study period.

2 INTRODUCTION

2.1 STUDY RATIONALE

The overall goal of this study is to improve workforce and service system outcomes within peer recovery
support. The investigators aim to test the effectiveness of PATH (Peer Advanced Training for total
Health) as a system-level workforce intervention for reducing burnout among peer recovery support
specialists (PRSSs) providing overdose prevention (OP) services, as well as assess PATH’s ability to
improve service quality and service system-level outcomes. PRSSs are individuals in substance use
recovery who provide recovery supports. There is a promising and growing evidence base for PRSS
interventions [1-3]. PRSSs serve both those who are seeking an abstinence-focused recovery path and
those who continue to use drugs and would benefit from OP supports to mitigate negative
consequences. Expanding both PRSS and OP services are key national priorities reflected in several US
federal agency strategic plans and initiatives [4—7]. While peer and OP services are generally presented
as separate and distinct priorities, they are interconnected: OP traces its beginnings to grassroot peer
efforts and PRSSs frequently deliver or intersect with OP services today [8—11]. Unfortunately, prior
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research demonstrates PRSSs without sufficient personal and professional resources can struggle to
deliver OP services [12—17]. Fortunately, in addition to positively impacting client outcomes, evidence
also suggests improving PRSSs’ OP capabilities and work environment resources could reduce burnout
and improve service quality [6,18—26]. Critically, risk of PRSS burnout is high [27-30], and PATH could be
an effective system-level intervention for those who are working in the trenches while maintaining their
own recovery.

This study is planned in two phases; before conducting the full clinical trial of PATH, the R61 pilot phase
of this study will test the appropriateness, acceptability, and feasibility of PATH, as well as satisfaction
with the PATH training, among PRSS from two partner RCOs.

2.2 BACKGROUND

More than 1 million people have died of a drug-related overdose since 1999 [31]. The U.S. National Drug
Control Strategy emphasizes that reducing overdoses requires OP service expansion [6], which include
pragmatic approaches to reduce the negative effects of substance use without expecting or requiring
abstinence. OP is the primary tool for saving lives of people who decline treatment or face access
barriers. Unfortunately, OP providers are often underprepared and under-supported [32-35] to deliver
these services and work under stressful conditions that place them at high burnout risk [27,36-38]. Prior
research supports burnout’s association with poor job performance and service quality [39-42] that, in
turn, likely negatively impacts client outcomes at the individual and system levels [43].

2.3  RISK/BENEFIT ASSESSMENT

2.3.1 POTENTIAL RISKS

Possible risks associated with this pilot study are minimal.

Risks related to REDCap survey collection include (a) potential feelings of coercion, (b) potential feelings
of discomfort related to sharing thoughts on one’s profession or experiences with the training, and (c)
potential loss of confidentiality or privacy related to survey data collection.

Risks related to qualitative data collection include (a) potential feelings of coercion, (b) potential feelings
of discomfort sharing one’s opinions, (c) potential loss of confidentiality or privacy related to audio
recordings and data collection, (d) potential work-related repercussions should a supervisor learn
something negative is shared during data collection.

Risks related to administrative data on ECHO or eLearning engagement include (a) potential loss of
confidentiality.

2.3.2 POTENTIAL BENEFITS

Possible benefits associated with this pilot include (a) the opportunity to discuss and reflect on recent
experiences and (b) the opportunity to inform research that may lead to improved overdose prevention
service delivery.

NIH Protocol Template for Behavioral and Social Sciences Research
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2.3.3 ASSESSMENT OF POTENTIAL RISKS AND BENEFITS

Study procedures aim to minimize risks associated with the collection of data through the following
ways: (a) all survey data and PATH engagement data are collected and stored in Research Electronic
Data Capture (REDCap) to ensure secure data storage and that only relevant research team members
may access these data; (b) all qualitative recording and transcript data are stored in Box folders that only
relevant research team members may access; (c) participants are reminded at the start of surveys and
during qualitative data collection that participation is voluntary and that they may skip any question or
discontinue participation at any time.

3 OBIJECTIVES

The objective of the R61 pilot phase of this study is to understand the acceptability, appropriateness,
and feasibility of the PATH intervention, as well as satisfaction with the PATH training components.

Surveys and qualitative data collection will be used to assess our primary measure for this pilot, which
will be a combined acceptability, appropriateness, and feasibility measure and training satisfaction
measure to understand attitudes toward PATH. Data collection will also assess job crafting, boundaries,
professional quality of life, moral injury, burnout, compassion satisfaction, secondary traumatic stress,
OP knowledge, attitudes, and skills, and OP stigma to assess the impact of PATH on staff outcomes.

4 STUDY DESIGN

The investigators will pilot the PATH intervention with two Recovery Community Organizations (RCOs).
All administrator(s)/supervisor(s) and peer recovery support specialist (PRSS) staff employed at the RCOs
will be asked to complete the PATH intervention. The study team will specifically partner with RCO
administrators who are interested in having their full team complete PATH.

PATH will include 4 hours of eLearning modules completed within a 1-month period, as well as 8 weekly
ECHO sessions, each lasting 1.5 hours, delivered over a 2-month period. Each ECHO session includes a
30-minute presentation followed by one hour of case-based discussion about a real client or problem.
The full PATH intervention will take 16 hours (4 hours of eLearning and 12 hours of ECHO participation).
Participants are expected to complete all 16 hours and to complete the eLearning before starting the
ECHO activities.

The investigators will plan and administer the PATH components with the PRSS and
administrators/supervisors from the partnering RCOs. All PATH eLearning modules will be completed
within the Learning Management Software (LMS) system. Each participant will have a personal login and
be given 1 month to complete the modules in their own time. All PATH ECHO sessions will be completed
with the assistance of the Indiana University (IU) ECHO Center. Sessions will be scheduled based on the
partnering RCOs’ availability and will be held as a group meeting.

Voluntary survey data collection will be used to assess the primary and secondary measures for this
pilot. Participants will be invited to complete surveys at three timepoints. The baseline survey will be
distributed immediately prior to beginning the PATH training activities. Following the completion of the
elearning components of the training (approximately 1-month post-initiation), the second survey will be
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distributed to all participants. Following completion of the final ECHO meeting (approximately 3 months
post-initiation), the third survey will be distributed to all participants. All surveys will be collected in
REDCap. Surveys will include measures on the acceptability, appropriateness, and feasibility of the
intervention, as well as training satisfaction. Additionally, survey measures will also include burnout,
compassion satisfaction, secondary trauma, job crafting, boundaries, OP knowledge, attitudes, and
skills, and OP stigma. Personalized survey links will be sent directly to each participant’s email address.
Each survey will take approximately 30 minutes to complete.

PATH participants will also be invited to participate in a qualitative focus group or group interview
(administrators only) regarding their participation in the PATH training activities. Investigators will
conduct 2-3 focus groups or group interviews. Each will last approximately 60-90 minutes and be
conducted via Zoom teleconference. Questions will focus on participants’ experiences with the PATH
training activities, particularly regarding the content, clarity, applicability, relevance, and usefulness of
both the eLearning modules and ECHO meetings. Participants will be asked about barriers and
facilitators to completing the PATH training activities, as well as suggestions for improvement.
Administrators will also be asked regarding their opinions of staff experiences with the PATH training
activities, particularly regarding the applicability, relevance, and usefulness of both the elLearning
modules and ECHO meetings, as well as the impact of the training on their team. Administrators will also
be asked about barriers and facilitators to having their staff complete the PATH training activities, as
well as suggestions for improvement.

Throughout the PATH intervention, duration and dose of a participant’s engagement will be tracked (i.e.,
time spent completing eLearning modules and time spent on ECHO sessions). To track PATH
engagement, we will obtain ECHO meeting participation from the ECHO administrators and will also
track time spent completing eLearning modules, which will be identified in the learning management
software.

5 STUDY POPULATION

5.1 INCLUSION CRITERIA

Inclusion criteria include:
1. be a PRSS currently employed by participating RCO pilot sites
2. be at least 18 years of age

5.2 EXCLUSION CRITERIA

Not applicable.

5.3 STRATEGIES FOR RECRUITMENT AND RETENTION

PRSS from the pilot RCOs will be initially informed of the PATH intervention and its purpose, frequency,
and duration by their RCO administrator or direct supervisor. At least two weeks before the staff are
scheduled to begin PATH, the RCO administrator will introduce the PRSS to PATH and to the study
opportunity, providing an overview of the data collection and voluntary nature of the data collection
components. The RCO administrator will provide staff emails, names, and roles to the research team so
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they may distribute invitations to the LMS system and for surveys. The research team will also send an
email to staff providing a study overview, including: the purpose of the data collection, voluntary nature
of the data collection, confidentiality of data, and data collection incentives. The research team will
include details on the timeline of the data collection. PRSS will be instructed that they will be invited to
participate at each timepoint, but they may choose not to participate in any data collection component.

At the three designated survey points, the survey management system (i.e., REDCap) will send survey
links directly to the PRSS, as well as up to 5 survey reminders. The beginning of the survey will include
the full consent information, including details of the study and its purpose, the voluntary nature of the
survey, expected survey duration, survey incentive, and risks and benefits of participation. The study
team will also reiterate to the PRSS that administrators will not be informed which staff decline
participation. At the beginning of each survey, a notification will appear stating that continuing with the
survey provides consent to participate.

After completing all components of PATH, the study team will also send staff an invitation to participate
in the qualitative focus group or group interview (administrators only). Like the survey invitations, the
study team will detail the purpose of the data collection, its voluntary nature, incentive, and risks and
benefits in the invitation, as well as remind staff that administrators are not made aware of which staff
participate. Qualitative data collection will occur via Zoom. All participants will be provided with an
electronic copy of the consent form. At the start of the focus group, prior to any data collection, the
researcher will verbally review the full form, answer any questions, and solicit the participants’ verbal
voluntary consent. It will be noted that participation in the focus group requires consent to audio
record, as it would be too challenging to take notes and achieve a high level of detail with multiple
participants. Each consent will be noted on the form by the researcher, and the researcher will sign off
as the witness obtaining consent.

PATH participants will receive a $50 gift card for each survey completed (up to $150). PATH participants
will also receive S50 gift card for participating in qualitative data collection. All gift cards will be

distributed to the participant electronically.

6 STUDY INTERVENTION

PATH is an educational workforce intervention for improving peer recovery support specialists’ (PRSS)
overdose prevention (OP) service delivery ability and quality and as a PRSS workforce and service system
support. PATH will include 4 hours of eLearning modules completed within a 1-month period, as well as
8 weekly ECHO sessions lasting 1.5 hours each delivered over 2 months. Each ECHO session includes a
30-minute presentation followed by one hour of case-based discussion about a real client or problem.
The entire PATH intervention will take 16 hours (4 hours of eLearning and 12 hours of ECHO
participation). Participants are expected to complete all 16 hours and to complete the eLearning before
starting ECHO activities.

7 STUDY INTERVENTION DISCONTINUATION AND PARTICIPANT
DISCONTINUATION/WITHDRAWAL

Participants are free to opt out of data collection components or to entirely withdraw from the study at
any time.
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If a participant wishes to discontinue their involvement with the study or forgo additional data collection

activities, they may notify any study team member or not respond to data collection requests.

Discontinuation from the study will not adversely affect the participant.

If a participant wishes to withdraw from the study, they can notify any team member and no further
data collection requests will be made; existing data will be deleted. Withdrawal from the study will not
adversely affect the participant.

The reason for participant discontinuation or withdrawal from the study will be tracked.

7.1 LOST TO FOLLOW-UP

A participant will be considered lost to follow-up if they fail to complete the data collection component
within two weeks of receiving the invitation.

8 STUDY ASSESSMENTS AND PROCEDURES

8.1 ADVERSE EVENTS AND SERIOUS ADVERSE EVENTS

8.1.1 DEFINITION OF ADVERSE EVENTS

This protocol uses the definition of adverse event from 21 CFR 312.32 (a): any untoward medical
occurrence associated with the use of an intervention in humans, whether or not considered
intervention related.

8.1.2 DEFINITION OF SERIOUS ADVERSE EVENTS

An adverse event (AE) or suspected adverse reaction is considered "serious" if it results in any of the
following outcomes: death, a life-threatening adverse event, inpatient hospitalization or prolongation of
existing hospitalization, a persistent or significant incapacity or substantial disruption of the ability to
conduct normal functions, or a congenital anomaly/birth defect. Important medical events that may not
result in death, be life-threatening, or require hospitalization may be considered serious when, based
upon appropriate medical judgment, they may jeopardize the participant and may require medical or
surgical intervention to prevent one of the outcomes listed in this definition.

8.1.3 CLASSIFICATION OF AN ADVERSE EVENT

18.1.3.1 SEVERITY OF EVENT

For adverse events (AEs) not included in the protocol defined grading system, the following guidelines
will be used to describe severity.
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Mild — Events require minimal or no treatment and do not interfere with the participant’s daily
activities.
Moderate — Events result in a low level of inconvenience or concern with the therapeutic
measures. Moderate events may cause some interference with functioning.
Severe — Events interrupt a participant’s usual daily activity and may require systemic drug
therapy or other treatment. Severe events are usually potentially life-threatening or
incapacitating. Of note, the term “severe” does not necessarily equate to “serious”.

28.1.3.2 RELATIONSHIP TO STUDY INTERVENTION/EXPERIMENTAL MANIPULATION

All adverse events (AEs) will have their relationship to study procedures, including the intervention,
assessed by an appropriately trained clinician based on temporal relationship and his/her clinical
judgment. The degree of certainty about causality will be graded using the categories below.

OR

Related — The AE is known to occur with the study procedures, there is a reasonable possibility
that the study procedures caused the AE, or there is a temporal relationship between the study
procedures and the event. Reasonable possibility means that there is evidence to suggest a
causal relationship between the study procedures and the AE.

Not Related — There is not a reasonable possibility that the study procedures caused the event,
there is no temporal relationship between the study procedures and event onset, or an
alternate etiology has been established.

Definitely Related — There is clear evidence to suggest a causal relationship, and other possible
contributing factors can be ruled out. The clinical event, including an abnormal laboratory test
result, occurs in a plausible time relationship to study procedures administration and cannot be
explained by concurrent disease or other drugs or chemicals. The response to withdrawal of the
study procedures should be clinically plausible. The event must be pharmacologically or
phenomenologically definitive.

Probably Related — There is evidence to suggest a causal relationship, and the influence of other
factors is unlikely. The clinical event, including an abnormal laboratory test result, occurs within a
reasonable time after administration of the study procedures, is unlikely to be attributed to
concurrent disease or other drugs or chemicals, and follows a clinically reasonable response on
withdrawal.

Potentially Related — There is some evidence to suggest a causal relationship (e.g., the event
occurred within a reasonable time after administration of study procedures). However, other
factors may have contributed to the event (e.g., the participant’s clinical condition, other
concomitant events). Although an AE may rate only as “possibly related” soon after discovery, it
can be flagged as requiring more information and later be upgraded to “probably related” or
“definitely related”, as appropriate.

Unlikely to be related — A clinical event, including an abnormal laboratory test result, whose
temporal relationship to study procedures administration makes a causal relationship improbable
(e.g., the event did not occur within a reasonable time after administration of the study
procedures) and in which other drugs or chemicals or underlying disease provides plausible
explanations (e.g., the participant’s clinical condition, other concomitant treatments).
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¢ Not Related — The AE is completely independent of study procedures administration, and/or
evidence exists that the event is definitely related to another etiology. There must be an
alternative, definitive etiology documented by the clinician.

18.1.3.3 EXPECTEDNESS

Unanticipated AEs are events that are not consistent with the foreseeable risk associated with research
procedures or are not expected in the natural progression of any underlying condition of the sample.

Per Chestnut Health IRB policies, all deaths are considered unanticipated events.

8.1.4 TIME PERIOD AND FREQUENCY FOR EVENT ASSESSMENT AND FOLLOW-UP

The occurrence of an adverse event (AE) or serious adverse event (SAE) would only be brought to our
attention by notification from an administrator.

Subject withdrawals or complaints will be monitored by the Pls with assistance from the Project
Manager to ensure study procedures designed to protect the privacy and confidentiality of participants
are adequate and no unanticipated distress or unintended outcomes have resulted from any of the
study procedures.

8.1.5 ADVERSE EVENT REPORTING

Unanticipated adverse events will be reported to the IRB within 2 business days. Adverse events related
to the study will be reported in annual reporting to the IRB. All adverse events, whether related or
unrelated and anticipated or unanticipated, will be reported at the study conclusion on Clinical
Trials.gov.

8.1.6 SERIOUS ADVERSE EVENT REPORTING

Unanticipated serious adverse events will be reported to the IRB within 2 business days. All deaths will
be considered unexpected. Serious adverse events related to the study will be reported in annual
reporting to the IRB. All adverse events, whether related or unrelated and anticipated or unanticipated,
will be reported at the study conclusion on Clinical Trials.gov.

9 STATISTICAL CONSIDERATIONS

9.1 STATISTICAL HYPOTHESES

The primary outcomes for this pilot include (1) Acceptability, Appropriateness, and Feasibility of the
PATH intervention and (2) Training Satisfaction with the PATH components. The investigators
hypothesize that scores will be high and stable over time, indicating positive perceptions of PATH.
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9.2 SAMPLE SIZE DETERMINATION

Not applicable.

9.3 POPULATIONS FOR ANALYSES

All participants will be included in analyses.

9.4 STATISTICAL ANALYSES

Descriptive statistics (e.g., frequency, mean, median, range, and standard deviation as appropriate) will
be used to summarize all survey and administrative training data collected.

Qualitative data will be analyzed thematically using the questions as an a priori coding structure; relevant
and repetitive themes will be identified and used to establish logical and theoretical links across complex
data. We will use qualitative data as a complement to quantitative data to help understand quantitative
outcomes and to help tell a more complete story.

10 SUPPORTING DOCUMENTATION AND OPERATIONAL CONSIDERATIONS

10.1 REGULATORY, ETHICAL, AND STUDY OVERSIGHT CONSIDERATIONS

10.1.1 INFORMED CONSENT PROCESS

10.1.1.1 CONSENT/ASSENT AND OTHER INFORMATIONAL DOCUMENTS PROVIDED TO
PARTICIPANTS

Consent forms describing in detail the study procedures and risks will be given to the participant at the
start of each data collection component, and documentation will be obtained each time.

10.1.1.2 CONSENT PROCEDURES AND DOCUMENTATION

At the three designated survey points, the survey management system (i.e., REDCap) will send survey
links directly to PATH participants. The beginning of the survey will include the full consent information,
including details of the study and its purpose, the voluntary nature of the survey, expected survey
duration, survey incentive, and risks and benefits of participation. The study team will also reiterate that
administrators will not be informed which staff decline participation. At the beginning of each survey, a
notification will appear stating that continuing with the survey (i.e., selecting ‘yes, | consent’) provides
consent to participate.

Regarding qualitative data collection, the study team will send PATH participants an invitation to
participate in the qualitative data collection. Like the survey invitations, the study team will detail the
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purpose of the focus group, its voluntary nature, incentive, and risks and benefits in the invitation, as
well as remind staff that administrators are not made aware of which staff participate. The focus groups
will occur via Zoom. All participants will be provided with an electronic copy of the consent form. At the
start of the focus group, prior to any data collection, the researcher will verbally review the full form,
answer any questions, and solicit the participants’ voluntary consent. It will be noted that participation
in the focus group requires consent to audio record, as it would be too challenging to take notes and
achieve a high level of detail with multiple participants. Each participant will provide their verbal
consent to participate and record prior. Each consent will be noted on the form, and the researcher will
sign off as the witness/person obtaining consent.

10.1.2 CONFIDENTIALITY AND PRIVACY

Participant confidentiality and privacy is strictly held in trust by the participating investigators, their
staff, and the sponsor(s) and funding agency. This confidentiality is extended to the data being collected
as part of this study. Data that could be used to identify a specific study participant will be held in strict
confidence within the research team. No personally identifiable information from the study will be
released to any unauthorized third party without prior written approval of the sponsor/funding agency.

We will collect the survey data in REDCap and keep it stored there through the duration of the study.
REDCap is password protected and HIPAA compliant; user access to this database will be restricted to
those who collect, manage, or clean this data. The participant IDs will be connected to the participant’s
name within REDCap. Administrative data on PATH engagement will also be stored in REDCap. Any data
downloaded for analyses will have names removed and be stored in a secure Box Health folder
accessible only by research team members designated to work with the data.

Focus groups and interviews will only be conducted on a secure Zoom. Qualitative data will be stored in
a separate Box Health folder. The audio recordings for each will be uploaded, and a member of the
research team will then transcribe the audio files. Following analysis, the audio files will be deleted. A
separate qualitative data collection tracking form will be used to record the completion date, RCO name,
and participant name(s) of each focus group or interview. The tracking form will be stored separately
from any data.

Additionally, we have a Certificate of Confidentiality (COC) from NIH to provide an additional layer of
protection for participants. This certificate protects identifiable research information from forced
disclosure. It allows the investigator and others who have access to research records to refuse to
disclose identifying information on research participation in any civil, criminal, administrative, legislative,
or other proceedings, whether at the federal, state, or local level.

‘10.1.3 FUTURE USE OF DATA

Data collected for this study will be analyzed and stored by Chestnut Health Systems researchers. Data
will be archived with ICPSR and made accessible through the appropriate data sharing requests.

10.1.4 KEY ROLES AND STUDY GOVERNANCE
Principal Investigator
Dennis Watson, PhD
Chestnut Health Systems
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221 W. Walton St. Chicago, IL
312-274-5316
dpwatson@chestnut.org

10.1.5 QUALITY ASSURANCE AND QUALITY CONTROL

The project manager and principal investigators will perform internal quality management of study
conduct to ensure data collection tools and storage remain as intended.

Quality control (QC) procedures will be implemented as follows:

Informed consent --- The project manager will review the documentation of the consenting process for
completion and accuracy.

Electronic data --- Data will be entered directly into the study database. To ensure accuracy
completeness, records will be reviewed by the project manager. Data checks will also be conducted by
the principal investigator.

10.1.6 DATA HANDLING AND RECORD KEEPING

10.1.6.1 DATA COLLECTION AND MANAGEMENT RESPONSIBILITIES
Coordination of data collection will be the responsibility of the project manager and principal
investigator. Survey data will be directly collected in the REDCap data collection system, which is
accessible by team members only and can be immediately reviewed by the project manager.

Qualitative transcripts will be completed by a member of the research team. All transcripts will be
reviewed by the principal investigator for accuracy and completeness.

10.1.6.2 STUDY RECORDS RETENTION
Study documents will be retained for 3 years after the final participant is enrolled.

10.1.7 PROTOCOL DEVIATIONS

This protocol defines a protocol deviation as any noncompliance with the protocol document. The
noncompliance may be either on the part of the participant, the investigator, or the study site staff. As a
result of deviations, corrective actions will be developed by the site and implemented promptly.

It will be the responsibility of the principal investigator to use continuous vigilance to identify and report
deviations. All major deviations will be reported to the IRB promptly, within 5 business days.
Minor protocol deviations will be reported at the time of the subsequent IRB renewal or closure.

10.1.8 PUBLICATION AND DATA SHARING POLICY
This study will be conducted in accordance with the following publication and data sharing policies and
regulations:
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National Institutes of Health (NIH) Public Access Policy, which ensures that the public has access to the
published results of NIH funded research. It requires scientists to submit final peer-reviewed journal

manuscripts that arise from NIH funds to the digital archive PubMed Central upon acceptance for
publication.

This study will comply with the NIH Data Sharing Policy and Policy on the Dissemination of NIH-Funded
Clinical Trial Information and the Clinical Trials Registration and Results Information Submission rule. As

such, this trial will be registered at ClinicalTrials.gov, and results information from this trial will be

submitted to ClinicalTrials.gov. In addition, every attempt will be made to publish results in peer-

reviewed journals. A limited data set with all identifiers removed may be requested from researchers.

Considerations for ensuring confidentiality of these shared data are described in Section 0.

10.1.9 CONFLICT OF INTEREST POLICY

The independence of this study from any actual or perceived influence, such as by the pharmaceutical
industry, is critical. Therefore, any actual conflict of interest of persons who have a role in the design,

conduct, analysis, publication, or any aspect of this trial will be disclosed and managed. Furthermore,

persons who have a perceived conflict of interest will be required to have such conflicts managed in a
way that is appropriate to their participation in the design and conduct of this trial.

10.2 ABBREVIATIONS AND SPECIAL TERMS

AE Adverse Event

CFR Code of Federal Regulations

CcocC Certificate of Confidentiality

GCP Good Clinical Practice

HIPAA Health Insurance Portability and Accountability Act
oP Overdose prevention

ICH International Council on Harmonisation
IRB Institutional Review Board

NIH National Institutes of Health

PATH Peer Advanced Training for total Health
PRSS Peer Recovery Support Specialist

PI Principal Investigator

QA Quality Assurance

Qc Quality Control

REDCap | Research Electronic Data Capture

SAE Serious Adverse Event

SOA Schedule of Activities

SUD Substance Use Disorder

upP Unanticipated Problem
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