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Emergency Medicine Prospective Protocol

Background and Study Rationale

This document serves as the study’s research protocol and the described study will be conducted
in compliance with the provisions set forth in the protocol as well as, Good Clinical Practice
standards, associated federal regulations, and all applicable Lurie research requirements.

This study will be conducted in full accordance with all applicable Lurie Children’s Hospital IRB
Policies and Procedures and all applicable Federal and state laws and regulations.

1 Introduction

Motor vehicle collisions (MVCs) remain the leading cause of unintentional injury deaths among
children in the United States (U.S.) and racial/ethnic minority children are disproportionately
impacted as suboptimal child passenger safety behaviors are more prevalent in some
communities. Existing universal approaches to promote child passenger safety have fallen short
of ensuring that all child passengers are correctly using size-appropriate child passenger
restraints according to guidelines published by the American Academy of Pediatrics and the
National Highway Traffic Safety Administration. Precision prevention programs are urgently
needed to improve child passenger safety behaviors among caregivers who have not been
responsive to guidelines, laws, and public education campaigns. The proposed research will
test the efficacy of Tiny Cargo, Big Deal (TCBD), an emergency department (ED)-based
precision prevention intervention grounded in Self-Determination Theory. TCBD integrates
personalized counseling based on principles of motivational interviewing (MI) and eHealth
components including a tailored educational mobile friendly website “site” and short message
service (SMS) communications with the goal of improving child passenger safety. We
hypothesize that by providing tailored child passenger safety education and personalized skills
for restraint use in a manner that supports autonomous motivation the TCBD intervention will be
more efficacious than universal approaches (laws/guidelines) for realizing correct use of size-
appropriate child passenger restraints.

1.1 Background and Relevant Literature

The overarching scientific premise of the proposed study is derived from the published literature
demonstrating that the emergency department (ED) can be a site of screening to identify
suboptimal child passenger safety behaviors' and can serve as a site of intervention,*'° that
tailored child passenger safety information can increase parental knowledge,®'! and that eHealth
holds promise for child passenger safety education.®'>'® Additionally, our own pilot work in the
ED suggests that child passenger safety behaviors can be improved and disparities reduced
through a brief counseling session and tailored educational brochures. Despite this collective
evidence, suboptimal child passenger safety behaviors are prevalent and a key contributor to
injuries sustained in motor vehicle collisions (MVCs).

Motor vehicle collisions (MVCs) remain a significant and costly public health problem in the United
States (U.S.). MVCs are the #1 cause of unintentional injury-related deaths among 4-12 year olds
and a leading cause of unintentional injury-related deaths among younger children."'® In fact,
more U.S. children die from MVCs than die of heart disease, chronic lower respiratory
diseases, influenza/pneumonia, or sepsis each year.'®'® Child passenger fatality rates have
been stagnant around 650 per year from 2010 and 2014."®2° In 2015, crash fatality rates in the
U.S. rose by the largest percent in 50 years.?"?> Non-fatal injuries also represent an enormous
burden. In 2013, more than 131,000 children received emergency treatment for non-fatal injuries
sustained in MVCs,? and more than half of these children required hospital admission or transfer
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to another ED.?® Childhood survivors of MCVs can experience lifelong sequelae, including mobility
impairments, irreversible brain or spinal cord injuries, and post-traumatic stress disorder.?+2

Universal strategies?” to promote child passenger safety provide recommendations for the
population as a whole and are disseminated in national guidelines, state laws, and public
education campaigns.?®3® These strategies have reached many caregivers but current
recommendations are not adopted for all child passengers.’**® Precision prevention
strategies,?” targeted to those who have not responded to universal strategies, are urgently
needed to reduce unintentional injuries from MVCs.'®*° Suboptimal child restraint system (CRS)
use is lowest for infants, with about 10% prematurely using a forward-facing car seat with a
harness or booster seat. Suboptimal CRS use increases considerably after a child’s first birthday;
roughly 30% of toddlers use a booster seat or seat belt alone and >50% of elementary school
age children use a seat belt alone when they would benefit from a more protective restraint.3¢-3840
The greatest risk for injury is among children who travel unrestrained. This is permitted by
caregivers in increasing proportions as children progress from toddlers (5%) to teens (15%).*®
Proportions of fatally injured unrestrained children increase from 27% among <4 year olds to 45%
for 8-12 year olds.*’

Prior child passenger safety research has generally encouraged use of car seats or booster seats
for children in traditional age categories.®®3144244 We propose to move beyond one-size-fits-all
age-based approaches with an innovative precision prevention intervention that: 1) targets
caregivers with suboptimal child passenger safety behavhiors; 2) integrates child size, anticipated
growth trajectory, and current CRS into personalized recommendations for correct use of a size-
appropriate restraint, 3) tailors messages on caregiver race/ethnicity and Self-Determination
Theory constructs (autonomy, relatedness, competence); and 4) has a second level of increased
intensity to address caregivers who do not change their child passenger safety behavior by Month
6 of the study.

This proposal aligns with the NICHD Pediatric Trauma Research Program goal to reduce
morbidity and mortality in childhood through injury prevention. The national strategy on highway
safety has become focused on the goal of moving “Toward Zero Deaths” on U.S. roadways.*® In
addition, the CDC has declared child passenger safety is a “Winnable Battle” based on the
large potential impact and known effective strategies to address transportation-related injuries.*
Healthy People 2020 Objectives for Unintentional Injury Prevention include increasing age-
appropriate child restraint system (CRS) use in children with age-group specific targets that are
far from optimal due to limited adoption of current recommendations.*’

The fact that seat belt use reduces the risk of injury is indisputable.”® However, vehicle seats
and seat belts are designed for adults not children.**>' Children experience dramatic physical
and biomechanical changes before reaching the stature (around a height of 57”) and maturity
necessary to achieve proper fit with an adult seat belt in a vehicle seat.’®° To accommodate the
range of child growth and development, distinct CRS modes (rear-facing car seats, forward-facing
car seats, and booster seats), have been designed to provide greater levels of protection than an
adult seat belt alone can provide to a child in a crash.®’ CRS, used correctly, prevent injury and
save lives. Rear-facing CRS use until age 2 lowers the odds of serious injury in a frontal crash 5-
fold compared with forward facing.®> Forward-facing car seats reduce risk of serious injury for
toddlers by 70% and risk of death by 25% compared with seat belts.*® Booster seats cut the risk
of non-fatal injury among 4 to 7-year-old children in half compared with seat belts alone.®*®* This
evidence provides the foundation for the 2011 updates to child passenger safety
recommendations from the American Academy of Pediatrics (AAP),**®" which state a child
should: 1) remain rear-facing as long as possible, until at least age 2 or reaching the weight or
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height limits of their rear-facing CRS; 2) then use a forward-facing harness restraint until reaching
the weight or height limits of that CRS; 3) then use a booster until proper seat belt fit can be
achieved usually between ages 8 and 12; and 4) always ride in a back seat.

Addressing suboptimal child passenger safety in minority populations is crucial to
eliminate disparities. Death rates among passengers <13 years are significantly higher for black
compared with white children (0.73 vs. 0.57 per 100,000) and fatally injured black children are
almost twice as likely to have been unrestrained compared with white children (45% vs. 26%).*’
In national observational data, we found suboptimal child passenger safety behaviors, including
premature transitions to a less protective restraint and travelling unrestrained, were more common
among minority children.® In survey data we obtained from caregivers in two Michigan EDs, racial
differences in child passenger safety behaviors persisted after adjusting for caregiver education,
income, and sources of child passenger safety information.

Research shows that ED visits are a window of opportunity for behavior change. We have
selected the ED as the location to initiate our intervention because ED visits are frequent among
U.S. children, totaling more than 25 million annually.®®¢” In 2014, about 20% of children visited a
hospital ED at least once.%® Children who utilize the ED may have limited access to primary care
services and many come from poor and minority populations.®®*"" As a result, some families in the
ED have less exposure to primary care-based injury prevention programs. Public health
challenges, including child passenger safety,*° adult seat belt use,>’? smoking cessation,’>"®
substance abuse,’®”® and violence prevention’®®' have been addressed in the ED. Conducting
our study in a community hospital ED will complement the literature from child passenger safety
studies conducted in large children’s hospital EDs®*'! and be more generalizable to the types of
EDs that provide emergency care to most U.S. children.??

2 Study Objectives

The proposed randomized, adaptive trial will test the efficacy of a selective intervention, Tiny
Cargo, Big Deal (TCBD), to improve child passenger safety among caregivers who are not
adherent to current national recommendations. The TCBD intervention, grounded in Self-
Determination Theory (SDT) and developed as a part of Dr. Macy’s K23 award, consisted of a
brief motivational interviewing (Ml) session in the ED and a mailed brochure tailored on child age,
size, and restraint use. TCBD proved feasible and acceptable with significant promise for
improving child passenger safety behaviors at 6-month follow-up. We have enriched TCBD based
on pilot participant feedback to include a streamlined ED counseling session, new eHealth
components, and one booster Ml session delivered by phone. To replace the paper brochures,
we have designed a prototype mobile friendly web “site” that has shown positive results in usability
testing. The study site will be optimized for mobile devices and provide to the intervention group
with continuous access to personalized, precise child passenger safety information. We will
augment the intervention with tailored short message service (SMS) communications (i.e., text
messages) that facilitate bi-directional flow of information after the ED visit.

We hypothesize that a precision prevention intervention (TCBD) that provides tailored child
passenger safety education and personalized skills for restraint use in a manner that supports
autonomous motivation will be more efficacious than universal approaches (laws/national
guidelines) for realizing correct use of a size-appropriate child passenger restraint. The primary
outcomes, size-appropriate restraint use and the Child Passenger Safety Score (CPaSS), will be
assessed with direct observation at scheduled, in-person appointments and remote observation
of digital photographs submitted by caregivers in response to unscheduled text messages.
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We will test our hypothesis using a randomized adaptive trial design with the following aims: Aim
1: To test the efficacy of the TCBD intervention compared to usual care for improving primary
outcomes [i.e., size-appropriate restraint (dichotomous) and CPaSS-D (numeric)] at 6 and 12
months. Aim 2: To use latent growth curve models to identify characteristic trajectories for the
CPaSS-R observed in digital photographs over the 12 study months and assess for correlates of
the trajectory types. This innovative, theoretically grounded research will have long-standing
impact on child passenger safety by informing the best methods to increase correct use of size-
appropriate child restraint systems among caregivers of diverse backgrounds at the point they
interact with the health care system. The work has the potential for wide-scale implementation in
the ED and for translation to primary care offices, schools, and community settings with an
ultimate goal of eliminating child passenger safety disparities and reducing the number of
childhood injuries from MVCs.

2.1 Primary Objectives

The primary objectives of this efficacy trial are to:

1) test the efficacy of the TCBD intervention compared to usual care for improving primary
outcomes [i.e., size-appropriate restraint (dichotomous) and the Child Passenger Safety Score
(CPaSS) (numeric)] assessed at 12 months

2) use latent growth curve models to identify characteristic trajectories for the CPaSS observed
in digital photographs submitted to the study team by caregivers over the 12 study months.
Correlates of the trajectory types will be assessed

2.2 Secondary Objectives

Additionally, we will determine moderators (caregiver sex, race, child age) and mediators (Self-
Determination Theory constructs of autonomy, relatedness, competence; emotional state at ED
recruitment) of the intervention effects at 12-month follow-up.

Finally, we plan a cost analysis of the intervention to inform wider dissemination and
implementation in settings outside of the ED. We will measure the total costs of the intervention
from participant and health system perspectives by gathering estimates of intervention resource
requirements, including personnel costs, implementation time, participant time, and material
costs. We will calculate costs of the intervention per child. Net costs (savings) will be calculated
by subtracting mean costs per participant in the control condition from mean costs per participant
who receive the basic TCBD and the enhanced TCBD interventions. We will also estimate cost-
effectiveness as measured by dollars per caregiver using a size-appropriate CRS and using the
CRS correctly

3 Investigational Plan

Study Phase: Remote Recruitment

Study Group: All participants

Setting: Remote

Timing: Recruitment will occur within 6 months of ED visit, potential participants will complete
baseline study components within 5 business days of screening eligible for study and agreeing
to participate.

For patients that visited the LCH ED, eligibility for screening will be determined from reports
generated from Epic. The invitation to complete the eligibility screening questionnaire will be
distributed by email, text message, phone call, postcard, flyer in ED room, ED discharge
summary paperwork, and MyChart Research Recruitment messages.
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For patients that have not visited the LCH ED and are seeking care at LCH affiliated sites, we
will not use EPIC. The only recruitment method used for the part 1 screening survey will be
flyers hung in the patient treatment rooms at these sites. Patients will have the opportunity to
scan the QR code or enter the survey link onto their phones or personal device to take the
survey remotely. Once a family completes the screening survey, the RC will determine eligibility
for part 2. All part 2 procedures will occur remotely between the parent and the RC.

For initial recruitment of study participants for the part 1 screening survey, we will be using 5
methods of remote recruitment techniques. The following techniques will be used: :

1) POSTCARDS: The use of postcards mailed to the parents of children eligible for this study
and who have not responded to our previous efforts to reach them via email, text message
and/or phone. This would be a final attempt to reach them via a mailed postcard.

2) FLYER IN ED ROOMS AT LCH: The use of a one page flyer to be hung up within all patient
emergency rooms at LCH as another method to recruit families utilizing the ED in real time. The
flyer will have a QR code and screening survey link on it.

3) FLYERS IN PATIENT TREATMENT ROOMS AT LCH AFFILIATED SITES: The use of a
one-page flyer to be hung up within patient treatment rooms at Lurie Children's affiliate EDs
(e.g., Central DuPage, Northwest Community) and Lurie Children's Immediate Care Centers
(Lincoln Park and Northbrook). They flyer will have a QR code and screening survey link on it.

4) ED DISCHARGE SUMMARY INVITATION: The use of adding an invitation to complete our
research study within the ED discharge summary notes that every patient/family will get when
they leave LCH. Approval has been obtained from the Department of Emergency Medicine to
add a few sentences along with a QR code and survey link to the bottom of the ED discharge
summary notes for all patients at LCH.

5) MyChart RESEARCH RECRUITMENT: The use of the platform MyChart Research
Recruitment as another method of reaching out to the parents of children eligible for our
research study and inviting them to participate via messages sent to them in the portal.

Potential participants who screen eligible from the screening survey, will complete the informed
consent process for part 2. The consent documents will be emailed to participants and available
via a link to a Qualtrics survey in which the participant can provide their electronic signature.
Informed consent discussion will occur between the potential participant and the research
coordinator by phone prior to distribution of the baseline survey. Study procedures will otherwise
follow the flow outlined below.

Study Phase: Baseline Visit (study enroliment)

Study Group: All participants

Setting: Emergency Department at LCH or remote (via phone/text message/email)
Timing: Study procedures must be complete during ED visit or within 5 business days

Data collected from medical chart in EPIC: Information that will be recorded from the medical
record includes: MRN number, chief complaint, weight, name of child, date of birth, and age. We
will also use the medical chart to make sure the child does not meet any of the exclusion criteria
as specified in the protocol and study staff are able to approach the family. And Epic reports will
be used to identify families who have utilized Lurie Children's ED in the 6-months prior to the current
date for remote recruitment.
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o If the family did not visit the LCH ED, then the RC will not use EPIC to record any
information. The parent enrolled will provide the study with the necessary
information in the screening survey.

Screening survey: If a child’s parent/legal guardian chooses to be screened for eligibility in the
full study, they will complete a short survey (~10 min.) on a study iPad or remotely on their own
personal device. The survey will ask about their safety behaviors for kids in and around cars. It
will ask about how their child usually rides in cars too. They should answer all questions for the
child that is getting care at Lurie Children’s. All answers are private, meaning they will not be
shared with anyone outside of the study team.

Baseline survey: If the child’s parent/legal guarding screens eligible for the full study and
consents to participate, they will complete a (baseline) survey on an iPad or remotely on their
own device. This will take about 15-20 minutes. The survey will have questions about their use
of car seats, and thoughts on child safety in and around vehicles. If they cannot finish the survey
in person, they will have 5 business days to do this survey over the phone with a staff member
or on their own device.

After they get done with the survey, they will be randomly assigned (like flipping a coin) to one
of two groups. They cannot pick the group that they will be in. The groups are:

o Group 1 (Control --Usual Care): A study team member will give them an informational
handout ---see section 9 of IRB app "supporting document” for the PDF called,
"Study Handout"

o Group 2 (TCBD Intervention): A study team member will give them an informational
handout --see section 9 of IRB app "supporting document" for the PDF called,
"Study Handout". They will also have about a 20-minute counseling session (in-person
or over the phone) with a study team member. During this session, they will talk about
how their child normally rides in their car, their goals for traveling safely with their child,
and how they might reach these goals. To protect their privacy, we will do this session in
a private place. We will give the parent/legal guardian the option to have other family
members/friends with them in the ED be present during the counseling session or step
out of the room during the session. Also, to make sure that we’ve recorded their answers
correctly, we ask for their consent to audio tape this session. This recording will only be
used for research and the audio tapes will not include info that someone could use to
recognize them. They can give consent to audio tape within the informed consent.

We will also show participants randomized to the intervention group how to use the study’s
website called, the “Car Seat Compass” (about 10 minutes). This website will give them custom
feedback based on their answers within the baseline survey. This website will give them
answers to common questions about traveling with children.

Two test cases have been built out on the development website, so that the IRB is able to log in
and review content that may be similar to two common occurrences we expect to see within the
study. To view these test cases, please follow the instructions listed below:

Test case 1 (study ID 400): Parent (Mother) who has a 12 month old child, currently using a
rear-facing car seat, but plans to prematurely transition their child to a forward-facing car seat
within the next 6 months. We are recommending that the child stay rear-facing until at least 2
years of age.

1. Using google chrome, go to website: http://macytcbd.miserver.it.umich.edu.

2. Log in with the email: bpollock@luriechildrens.org and the password: TCBDstudy

3. Review content within website based on this parent's situation.
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The home page illustrates a road map of child restraints and provides the family with a
green light message since the family is currently using the recommended car seat (rear-
facing car seat) for that child. However, because they are planning to transition their
child to a forward-facing car seat in the next 6 months, they will be eligible for the study
and receive additional information on this in the "just for me" tab of website.

The tab labeled "just for me" surfaces information based on that parent's specific
responses to the baseline survey and goes into more detail about the recommended car
seat for the child of the caregiver.

Test case 2 (Study ID 300): Parent (Father) who has a 6 year old child, currently using a seat
belt to restrain child in vehicle. We are recommending that they child is restrained with a booster

seat.
1.

2.
3.
4.

Using google chrome, go to website: http://macytcbd.miserver.it.umich.edu.

Log in with the email: bethpollock822@gmail.com and the password: TCBDstudy
Review content within website based on this parent's situation

The home page illustrates a road map of child restraints and for this family, provides a
caution (yellow light message) since the family is using a non-recommended child
restraint for the child. You will see the booster seat is highlighted in green to illustrate the
recommended restraint for this family.

The tab labeled "just for me" surfaces information based on that parent's specific
responses to the baseline survey and goes into more detail about the recommended car
seat for the child of the caregiver.

During the baseline visit or within 5 business days, both groups (control and intervention) will

also:

o

Fill out a form that'll be used to get in touch with them for future follow-up visits --see
section 9 of IRB app "supporting document" for a document called, "Study
Locator Form"

Complete a Tiny Cargo check-in. During this check-in, a study staff member will view
how their child normally rides within their car. If they cannot do this check-in in-person,
they will have 5 business days to send us photos. These photos will show us a few
different views of their child as they normally ride in their car.

**See section 9 of IRB app, "supporting documents" for a document called, "TCBD
text library and error messages" and refer to the sheet labeled, "Response to

errors."” This document provides scripted responses that the RA will use when major

misuse and/or errors are visible during the Tiny Cargo check-ins. The TCBD intervention
messages are referred to as "Scripted Ml response" while the control group's responses
are referred to as "scripted control response."
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Study Phase: Monthly Photo Requests (During Months 1-5 and Months 7-11)
Study Group: All participants

Setting: Remote (text message via caregiver's mobile device)

Timing: Study procedures must be complete within each month (within 4 weeks)

Monthly photo requests:

**See section 9 of IRB app, "supporting documents" for a document called, "Tips & tricks
for taking your monthly photo" --this document will be provided to all participants enrolled in
part 2 of the study. The RA will review this document during the ED baseline visit with the
participant.

No matter which group caregivers are assigned into at the baseline visit, we will contact the
study participant again starting in 1 month. A member of our study team will send them a photo
request via text message. This text message will ask them to share photos of their child as they
normally ride in their car.

These photo requests will be sent to their best phone number. All photos of their child will be
sent back to us by the parent/legal guardian.

They will get requests to submit photos a total of 8 times while taking part in this study (over the
next 12 months). We will be asked for these photos during months 1- 5, and Months 7-11 of the
study.

They will get these photo requests only on the days and during the times that they tell us they
are able to get messages from us. To update the days and times that they are free to be
contacted, caregivers can reach out to our team at by phone or email or text message

The participant will have a 4 hour window of time to submit their photo requests each month
with an additional 4 hour grace period. If a participant submits their photos during their window
of time each month and the photos meet the necessary requirements (meaning the RA is able
to visibly see all elements of the child sitting in the car seat, then the photos will be approved
and the participant will earn $5 that month. Participants can earn a total of $40 if they complete
all 8 photo requests during their specified window each month and the photos are approved. If
the participant completes 4 months of photo submissions in a row, then they will hit a "streak"
and will earn an additional $5. They can hit a "streak" up to 2 times over the course of the study,
so they can earn up to an additional $10.

Photo message response time (evaluate and response) from study staff will be 24-48 hours.
Photo requests will not be sent if the staff are not available to respond during that time window.
For study data collection purposes, after the research team receives photos back from the study
participant, the research team will use the Child Passenger Safety Score (CPaSS) to access for
correct use of the child's restraint system. See below for a document called "CPaSS data
elements for IRB submission" to view the tool that will be used to access for visible
errors/misuse that may be seen by the study team.

If major misuse or errors are visible within a participant's photo submissions, they will receive a
scripted text message from the study team within 24-48 hours after the photo is submitted.
Participants in the TCBD intervention group will receive messages in the spirit of Motivational
Interviewing style while the control group will receive similar messages without the spirit of MI.
**See section 9 of IRB app, "supporting documents" for a document called, "TCBD text
library and error messages" and refer to the sheet labeled, "Response to errors." This
document provides scripted text messages that the RA will use when major misuse and/or
errors are visible within the photo submissions each month. The TCBD intervention messages
are referred to as "Ml spirit text messages" while the control group's text messages are referred
to as "control text messages."
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Study Phase: Study Text Messages (During Months 1-12)
Study Group: All participants

Setting: Remote (text messages via caregiver's mobile device)
Timing: Study procedures will occur each month

Study text messages:
No matter which group caregivers are randomly assigned to, all study subjects will receive
monthly text messages from our team while they are taking part in the study (12 months).

Group 1 (control): They will get about 3-4 text messages each month. Messages will include:
o Reminders for upcoming follow-up visits
o Feedback related to the photos they send us of their child riding in their car
o General study info

Group 2 (TCBD intervention): They will get about 5-6 custom text messages. Messages will
include:

o Reminders for upcoming follow-up visits

o Feedback related to the photos they send us of their child riding in their car

o Tailored text messages --Custom tips and info based on their answers to study surveys
**See section 9 of IRB app, "supporting documents" for a document called, "TCBD library
and error messages" and refer to the sheet labeled, "general message library." This
document provides a library of custom tips/general supportive and informational text messages
that the TCBD intervention group may receive over the course of the study (12 months).
Participants will receive these text messages as applicable based on their answers within the
surveys, based on the time of year as well as priority of message content.

Study Phase: Follow-ups --Month 6 and Month 12

Study Group: All participants

Setting: In-person or remote (via photo submission/video chat, phone)
Timing: Within 1 month

6- and 12-month follow-up visits:

All subjects will be asked to complete a 6- and 12-month (follow-up) visit.
The follow-up visits include:

o Taking an online follow-up survey (about 20-25 minutes) --the 6 month follow-up survey
will also include a health literacy assessment called the Newest Vital Sign. These
questions will not be asked during the 12 month survey.

o Completing an in-person Tiny Cargo check-in (about 10 minutes)

o Atthe 6 month follow-up ONLY: Receiving a study handout on the car seat
recommendations for children as put out by the National Highway Traffic Safety
Administration (NHTSA) --see section 9 of IRB app for a copy of the handout called,
"NHTSA child passenger safety overview"

Survey: The follow-up survey can be done in person on an iPad, on the study participant’s own
device, or over the phone with a study team member. A team member will send them a link to
take the survey so that they can do it before the visit. The follow-up survey will have questions
that are like those asked on the baseline survey.

Tiny Cargo Check-in: During the check-in, a study team member will look to see how their child
usually rides while in their car. Every effort will be made to meet with the study participant and
their child in person for the 6- and 12-month follow-up visit. This meeting can take place at Lurie
Children’s or at another location that is closer to them. If they are unable to meet with us in
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person (e.g., they move out of state), they may also send us photos of their child as they usually
ride in their car via text message or via a video chat (e.g., Facetime or google hangout).

**See section 9 of IRB app, "supporting documents" for a document called, "TCBD text
library and error messages" and refer to the sheet labeled, "Response to errors." This
document provides scripted responses that the RA will use when major misuse and/or errors
are visible during the Tiny Cargo check-ins. The TCBD intervention messages are referred to as
"Scripted MI response" while the control group's responses are referred to as "scripted control
response.

After the 6-month follow-up assessment, caregivers in the intervention group only who continue
suboptimal CRS use will be re-randomized to receive either the basic or enhanced intervention.
The enhanced TCBD intervention group will include one additional motivational interviewing (Ml)
session by phone in Month 7/8 and one to two additional tailored text messages in Months 7-12
(total of 7 tailored tips during these months compared to 4 tailored tips for those in the basic
TCBD). The extra text messages will be sent to those in the enhanced TCBD group until size-
appropriate restraint use is observed. Caregivers receiving enhanced TCBD will be encouraged
to obtain a free seat check with a certified child passenger safety technician (CPST) in the
community.

The basic TCBD intervention group will continue on in study without any changes.

Study Phase: Phone Counseling Session --Month 7/8
Study Group: Enhanced TCBD Intervention Group
Setting: In-person or remote

Timing: Within 1 month

Phone counseling session (enhanced TCBD intervention):

After the study subject completes their 6-month follow-up visit, the study team will determine if
the child is using the recommended child restraint system (car seat or booster seat) for their age
and size. The intervention group subjects whose children are NOT using the recommended
restraint will be randomly assigned (like flipping a coin) to one of two groups. They cannot pick
the group they will be in.

The groups are:

Group 2 (basic TCBD): They will keep taking part in the study with the basic intervention and
nothing will change.
Group 3 (enhanced TCBD): They will keep taking part in the intervention arm of the study but
will be asked to talk with a Car Seat Coach (i.e., a behavioral research assistant trained for the
study) by phone for about 20 minutes. The phone call will cover some of the challenges and
successes they are having with traveling safely with their child. They will also get 1 or 2
additional study text messages each month. These extra text messages will include:

o Feedback related to the photos they send us of their child riding in their car

o Feedback related to survey answers

3.1 General Design

The Tiny Cargo, Big Deal! (TCBD) emergency department (ED)-based intervention is designed
to promote correct and consistent use of a size-appropriate child passenger restraint system on
every trip. We will test the precision prevention intervention with a randomized, adaptive trial
design. Caregivers (parents and legal guardians) of children who seek care for non-critical illness
and injury at the Ann & Robert H. Lurie Children’s Hospital of Chicago Emergency Department
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will be screened. With this most recent IR modification (3/26/21), we will also add recruitment
from Lurie Children's affiliate EDs (e.g., Central DuPage, Northwest Community) and Lurie
Children's Immediate Care Centers (Lincoln Park and Northbrook). Eligible caregivers will have a
child 6-months to 10-years-old and <55 inches tall who screen positive for suboptimal child
passenger safety behavior or plans for premature transition to a less protective restraint in the
coming year. Caregivers who agree to participate will be randomized to the basic TCBD
intervention (an ED counseling session plus eHealth after ED discharge) or the control condition
(usual ED care with discharge instructions relevant to the child’s diagnosis and a car seat
information sheet). At 6-months we will re-randomize caregivers in the intervention group alone
who are not using a size-appropriate CRS to either continue basic TCBD or receive the enhanced
TCBD, which includes one motivational interviewing (Ml) session by phone in Month 7/8 and four
instead of two text messages in Months 7-12.

3.2 Allocation to Interventional Group

After completing the baseline survey, all caregivers will be randomized into one of two groups:
1) TCBD intervention group, or 2) control group. Computerized, block randomization (block
sizes from four to eight) will be applied to assign eligible caregivers to the TCBD intervention or
control group in a 3:1 ratio. Blocks will be stratified by age groups related to child passenger
safety recommendations (<2 years — rear-facing CRS, 2-4 years — forward-facing CRS, 5-10
years — booster seat) and the child passenger safety behavior that led to eligibility for study (not
using the recommended restraint currently or planning a premature transition in the coming 6
months).

After the 6-month follow-up assessment, caregivers in the intervention group only who continue
suboptimal CRS use will be re-randomized by computer in a 1:1 ratio to receive either the basic
or enhanced intervention. The enhanced TCBD will include one additional motivational
interviewing (MI) session by phone in Month 7/8 and one to two additional tailored text
messages in Months 7-12 (total of 7 tailored tips during these months compared to 4 tailored
tips for those in the basic TCBD). The extra text messages will be sent to those in the enhanced
TCBD group until size-appropriate restraint use is observed. Caregivers receiving enhanced
TCBD will be encouraged to obtain a free seat check with a certified child passenger safety
technician (CPST) in the community. The primary outcomes (size-appropriate CRS use and
CPaSS) will be assessed in-person at Months 6 and 12. The secondary outcome, the CPaSS
trajectory, is a measure of correct and consistent restraint use in response to the intervention
and will be assessed by scoring photographs submitted by caregivers (Months 1-5; 7-11).

STUDY GROUPS:

After participants complete the baseline survey, they will be randomized to either the control
group (usual ED care with discharge instructions relevant to the child's diagnosis and a study
handout) or the TCBD intervention group (an ED counseling session plus eHealth after ED
discharge). Please also refer to section 3. D.1. for a complete outline of the study details for
each group over the course of the study.

Main differences between intervention and control include the following:

At baseline visit (enroliment in study):

1) Control group -- after taking the baseline survey, they will be given a study handout that
summarizes the IL law on child passenger safety and provides a few online resources for
parents on child passenger safety.
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2) TCBD Intervention group --after taking the baseline survey, they will receive a brief
motivational interviewing inspired counseling session with the research coordinator in addition to
the same study handout sheet that the control group will receive. During the MI counseling
session, participants will talk to the RC about how their child normally rides in their car, their
goals for traveling safely with their child, and how they might reach these goals. Additionally, the
intervention group will receive direct access to the study's mobile friendly website "site," Car
Seat Compass. The site will provide parents with custom feedback based on their answers
within the baseline survey regarding how their child normally rides in their vehicle and their
general child passenger safety practices with that child. The site will give them answers to
common questions about traveling with children as well. The control group will not have access
to this site throughout the study. However, the control group will obtain access to the study
website after the conclusion of their 12 month follow-up.

Both groups will participant in all of the Tiny Cargo check-ins and the 6- and 12 month follow up
visits scheduled over the course of the study. Those elements of the study do not change based
on the group someone is enrolled in.

Monthly Photo Requests:

Both groups will be asked to send the study team photos of how their child normally rides in
their vehicle and will be paid the same incentive amounts. However, if major misuse or errors
are visible within the photos that participants submit, then the text messages sent to participants
will vary slightly depending on which group you are enrolled in.

1) control group --they will receive a concise text message for any major misuse/errors that are
visible and how to adjust for it. Non-critical errors will not elicit a direct text message response
from the study team.

2) TCBD intervention group --they will receive a slightly longer text message that is framed
within the spirit of motivational interviewing that addresses the major misuse/error and possible
solutions to adjust for it. They will also receive tailored messages for any non-critical
misuse/errors.

** See section 9 (Supporting documents) of the IRB application for an excel file that serves as a
library of text messages that will be provided to participants when major misuse/errors are
visible (in-person or via photos) based on the study group they are enrolled in. This is a sample
of the messages that will be used and sent out, but not meant to be a comprehensive library of
messages. The RC will use their discretion when reviewing misuse/errors and adjusting
messages as needed.

Study Text Messages:

Both groups will receive study text messages from the study team over the course of their
enrollment in the study. However, the TCBD intervention group will receive tailored text
messages each month on top of the basic reminders for follow-up visits and feedback related to
the photos they submit each month.

The tailored text messages that will be sent to the TCBD intervention group will be custom tips
and info based on the participants answers to study surveys and the type of child restraint
system they are recommended to be using. **Please see section 9 of the application to view a
document called, TCBD library and error messages and refer to the sheet labeled, "general
message library." The text messages included within this sheet will be used to support the
intervention group over the course of the study.
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After the 6-month follow-up assessment:

Participants in the intervention group only who continue sub-optimal child restraint system use
(not using the recommended seat) will be re-randomized to one of two groups:

2) TCBD basic intervention group

3) TCBD enhanced intervention group

The enhanced TCBD intervention group will include one additional motivational interviewing (Ml)
session by phone in Month 7/8 and one to two additional tailored text messages in Months 7-12
(total of 7 tailored tips during these months compared to 4 tailored tips for those in the basic
TCBD). The extra text messages will be sent to those in the enhanced TCBD group until size-
appropriate restraint use is observed. Caregivers receiving enhanced TCBD will be encouraged
to obtain a free seat check with a certified child passenger safety technician (CPST) in the
community.

The basic TCBD intervention group will continue on in study without any changes.

3.3 Study Measures

Over the course of this study, participants will complete the following surveys: screen, baseline,
6- and 12-month survey. At the 6-month follow-up, the participants will also complete a brief
health literacy assessment called the Newest Vital Sign.

The selected measures for the surveys are reliable, valid, and have been pilot tested in the
study population. Measures will be assessed at screening, baseline and re-assessed at the 6-
and 12-month follow-up visits. Assessments will be self-administered or RC facilitated on a
study iPad in the ED and at in-person follow-up assessments (Months 6 and 12). Skip patterns
will reduce administration time. Our team has found baseline assessment lasting 20 minutes to
be feasible and acceptable to caregivers in the ED setting during pilot testing.

Table 1 illustrates survey measures for this study along with the frequency/timing of
assessments.

Assessment

Table 1: Measures Monthisi
Primary Outcome
Size Appropriate Restraint Use (dichotomous) 6 and 12
Child Passenger Safety Score direct observation 6 and 12
Secondary Outcome

ED/Baseline
Child Passenger Safety Score remote observation through 12
Exploratory Cost Measures

ED/Baseline
Intervention Time (ED, Phone MI) for RA/Counselor and 2

ED/Baseline
Intervention Time (ED, Phone MI, texts, web app) for caregiver  through 12

ED/Baseline
Material Costs - iPads, computers, maintenance through 12

ED/Baseline
Intervention Costs - Photoiraph review, texts, web app throui;h 12
Caregiver Demographic Characteristics, reason for ED visit ED/Baseline
Child Size
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Measured weight and length/height ED, 6, and 12
Self-Determination Theory Constructs
ED/Baseline,
Treatment Self-Regulation Questionnaire'%®"%° 6, and 12
ED/Baseline,
Confident rulers and Perceived Competence Scale'®’ 6, and 12
Health Care Climate Questionnaire'®? 12 months
Health Literacy and Numeracy
The Newest Vital Sign'6%'%4 6 months
Caregiver Emotional State, Stress, Coping
State-Trait Anxiety Inventory'®® ED/Baseline
Risk Behavior Diagnosis Scale'®® ED/Baseline
Parenting stress index ED/Baseline
Marlowe-Crowen Social Desirability Scale'®® 6 months
ED/Baseline,
Child Passenger Safety Hassles Scale'® 6, and 12

3.4 Study Endpoints

3.4.1 Primary Study Endpoint

The primary outcomes (size-appropriate CRS use and CPaSS) will be assessed in-person at
Month 12. The secondary outcome, the CPaSS trajectory, is a measure of correct and consistent
restraint use in response to the intervention and will be assessed by scoring photographs
submitted by caregivers (Months 1-5; 7-11) and collected by the study team (Months 6 and 12).
Photographs will be scored using the CPaSS tool by research team members blinded to the
treatment group.

4 Study Population and Duration of Participation

4.1 Duration of Study Participation

Caregivers that agree to enroll in the study will participate for up to 12 months. This includes the
screening process, baseline visit, monthly photo requests, and two follow-up visits (6 and 12-
months). Study participation by the caregiver/parent will end after the 12-month follow up visit.

4.2 Total Number of Subjects and Sites

To test the Tiny Cargo, Big Deal Intervention, we anticipate the need to screen 10,000
caregivers to recruit 900 caregivers who will be enrolled in the study and randomized to
intervention or control. All recruitment will occur in the Emergency Department (ED) at Lurie
Children’s Hospital of Chicago (LCH) or remotely via phone/email/text message. With this most
recent IRB modification (3/26/21), we will also add recruitment via flyers in patient treatment
rooms from Lurie Children's affiliate EDs (e.g., Central DuPage, Northwest Community) and
Lurie Children's Immediate Care Centers (Lincoln Park and Northbrook).

4.3 Inclusion Criteria

Caregivers (parents or legal guardians) meeting inclusion criteria will be approached to take the
screening survey in the ED waiting room or ED treatment rooms during natural breaks in
treatment/care or remote recruitment will include email, text message and/or telephone calls to
families of children who sought care in the Lurie Children's ED. With this most recent IR
modification (3/26/21), we will also add remote recruitment via flyers from Lurie Children's
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affiliate EDs (e.g., Central DuPage, Northwest Community) and Lurie Children's Immediate Care
Centers (Lincoln Park and Northbrook).

For in-person recruitment, research assistants will use the LCH ED electronic tracking board to
look for participants with the following inclusion criteria to approach them to take the screening
survey and will confirm upon approach that the child and family meet the following inclusion
criteria:

o Child (patient) of caregiver is age 6 months to 10 years old at screening
e Child (patient) of caregiver is seeking care in the ED for a noncritical injury or iliness or
received care in the past 6 months

o Caregiver/parent is the legal guardian of the child seeking care in the ED

e Child of caregiver is less than 55 inches tall
Caregiver speaks English or Spanish (NOTE: Spanish intervention components will be
submitted for IRB review after initial IRB approval is granted. The research team will only recruit
English-speaking caregivers until IRB approval is granted for the recruitment of Spanish-
speaking caregivers) Caregiver is 18 years old or older
Caregiver/parents that complete the screening survey and meet the additional study inclusion
criteria will have the opportunity to enroll in part 2 the study. The study inclusion criteria required
for enrollment are:

e Caregiver owns a smart phone

o Caregiver rides/drives/travels at least once a week with their child in a car, truck, or van

o Caregiver screens positive for sub-optimal child passenger safety behaviors or who
report plans for premature transition to a less protective restraint in the coming 6
months (see section 9 for additional document, "screen eligibility sheet," that RCs
will use to determine eligibility of caregiver for part 2 of the study based on their
responses within the screening survey)

o If enrolled, caregiver is willing to travel to follow-up locations (not applicable as study
tasks have gone fully remote)

o If enrolled, caregiver is willing to receive and send text messages each month as part of
the study

e Child of caregiver rides unrestrained in the past month

e Child of caregiver rides in the front seat in the past month

The remote recruitment process will include outreach via email, text message, phone, postcard,
ED room flyer, and MyChart Research Recruitment to caregivers of children age 6 months to 10
years who were seen in the Lurie Children's ED in the 6 months prior to the current data. Eligibility
for contact for screening will be determined based on Epic reports that will include child age, child
weight, ZIP code of their home address, and language preference of English or Spanish. Potential
participants will be screened to determine if they attest to being the parent/legal guardian and at
least 18 years of age. Caregiver self-report of child's height will be used.

Remote recruitment will also include flyers in patient treatment rooms at LCH affiliate sites —
families that may not have visited the LCH ED. Caregivers that are recruited remotely via a the
flyers will confirm the above criteria in the screening survey.

4.4 Exclusion Criteria

Caregivers (participants) will not be approached to be screened for this study if they meet any of
the exclusion criteria shown below. Special care will be taken to screen out caregivers of
deceased children prior to recruitment efforts.
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For remote recruitment, research coordinators will use EPIC reports to verify the following
criteria and/or will allow the screening survey and conversation with the caregiver to identify for
the following exclusion criteria.

For in person recruitment, research coordinators will use LCH ED electronic tracking board and
conversation with caregiver to identify for the following exclusion criteria:

o Caregiver does not understand/speak English (or Spanish once IRB approval granted for
recruitment of Spanish-speaking participants)

o Child of caregiver is seeking care for a critical illness or injury: (ESI=1), treatment being
given in ED trauma bay or a negative pressure room, or child requires a sepsis huddle.

o Child of caregiver is seeking treatment for a new long-term diagnosis (e.g., diabetes,
cancer) (not applicable while recruiting remotely)

e Child of caregiver has anticipated need for admission

o Child of caregiver is seeking care for child abuse/neglect and/or Child Protective
Services is involved in treatment

e Child of caregiver is seeking care that requires intensive psychosocial services (e.g.,
sexual assault, psychosis/active suicidal/homicidal ideation/attempt)

e Child of caregiver is seeking treatment for a motor vehicle related injury.

e Child of caregiver is too tall for study (height = >54 inches tall)

e Child of caregiver is classified as "break the glass"

o Caregiver has already refused the study twice

e Child of caregiver is already enrolled in another study at LCH (e.g., IMPROVE) (not
applicable while recruiting remotely)

o Caregiver completed this study's screen for this child within the past 6 months

o Caregiver is already enrolled in this study for this child or another one of their children

o Caregiver is unable to provide consent (not legal guardian of child seeking care in ED)

o Caregiver is under 18 years of age

o Caregiver lives out of the state or out of the country

e Caregiver is deaf, blind, or visually impaired and unable to provide informed consent

Participants (caregiver/parents) that complete the screening survey and meet the additional
study exclusion criteria will also be excluded from enrolling in the study. The study exclusion
criteria for enrollment are:

o Child of participant requires a wheelchair or other special needs seating when traveling
in vehicles

4.5 Subject Recruitment

Competing studies in ED:
The research study called IMPROVE (IRB #00117338) will be recruiting patients in the ED at
LCH and will overlap with our study population in the following patient ages (4-10 years).

If a child comes into the ED at LCH between the ages of 4-10 years of age, and meets criteria
for IMPROVE, then our study team will communicate with the Research Coordinators of
IMPROVE and allow them to approach the child/family first. If the child becomes enrolled in
IMPROVE, then our study team will exclude the child/family from our study and will not
approach them. However, if the child is determined to be ineligible for IMPROVE and/or decides
not to participate in IMPROVE, then our study team will approach the family to see if they would
like to enroll.
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If this plan causes any problems with the enrollment numbers for Tiny Cargo, Big Deal, then
procedures will be put in place to revise this process as necessary.
** not applicable while recruiting remotely

Recruitment procedures:

Research Assistants will utilize the LCH ED electronic tracking board to continuously monitor
incoming patients that meet study inclusion criteria during recruitment shifts. A waiver of
informed consent will be requested for review of the ED Electronic Medical Record
(EMR)/Patient Tracking board at LCH to determine which families to approach for screening.
Adult caregivers of children 6 months to 10 years old, who bring their child to the LCH ED for
any non-critical illness or injury, will be approached for eligibility screening.

All participants (caregivers/parents) meeting the basic list of inclusion criteria will be approached
by an RA either in the ED waiting room or the child's (patient) ED treatment room to enroll in the
part 1 screening survey. Remote recruitment will include email, text message, telephone calls,
mailed postcards, ED discharge paperwork, and MyChart Research Recruitment messages to
families of children who sought care in the Lurie Children's ED. With this most recent IR
modification (3/26/21), we will also add recruitment via flyers from Lurie Children's affiliate EDs (e.g.,
Central DuPage, Northwest Community) and Lurie Children's Immediate Care Centers (Lincoln Park
and Northbrook).

An informational handout sheet will be used by the RA to explain the study and obtain verbal
consent to participant before data collection begins. During remote recruitment, subjects will
review this informational handout prior to taking the screening survey via a URL link. Research
staff will inform the participant of the general nature of the study, their privacy rights,
expectations for their participation, the voluntary nature of their participation, and that their
participation can be withdrawn at any time during the course of the study. Participants will be
assured that refusal to participate will not affect their child's medical care in any way. At all
times, research staff will make explicit the voluntary nature of their participation. Confidentiality
measures will be explained, including assurances that LCH ED staff and law enforcement will
not be informed of involvement in the study and/or responses to survey items (see COC). In
addition, limits to confidentiality will be explained (e.g., immediate harm to self/others). Before
data collection begins, the RAs will also allow time for the participant to review the informational
handout, will ask the participant if they have questions, and will ask for the participant to provide
a summary of what was explained to them. Participants will be given a copy of the informational
handout.

Consent process:

After obtaining verbal consent, participants will self-administer a computerized screening
assessment survey with validated measures assessing for further study eligibility. RAs will stay
in the room while the participant takes the survey to be available to assist with patient questions
during screening. Study RAs will utilize procedures from prior work to seamlessly integrate the
ED-based assessment into the patient’s ED stay to avoid interrupting their care.

For remote recruitment, the participant will record their consent to take the survey at the start of
the survey after they have read the informational handout and will voluntarily complete the
survey via their own personal device. The will take the survey in the privacy of their own
home/location.
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After completing the screening survey, the RA will determine if the participant is eligible to enroll
in the part 2 baseline phase of the study based on a summary of their responses. Participants
that are eligible will be notified of the opportunity to take part in an additional phase of the study
and the RA will use a written informed consent document to obtain consent for further study
participation. This process will occur in either the ED waiting room (a private space) or within the
child's ED treatment room. Or remote consenting of part 2 will occur over the phone where the
RA will go over the key points of the consent form. The informed consent includes 1)
participation in the intervention study with baseline/follow-up assessments and 2) the collection
of data using digital photographs. Prior to beginning any data collection with the participant, a
trained research assistant will present and explain the comprehensive informed consent
document, reviewing the study risks and participants’ rights. After all questions are answered to
the satisfaction of the participant, and after he/she signs the consent document, then data
collection will begin. Participants will be given a copy of the consent form(s). The participant will
provide signed consent of the parent permission form via Qualtrics for remote consenting.

For remote recruitment, after the subject completes the screening survey, the RC will determine
if the participant is eligible to enroll in the study based on a summary of their responses.
Participants that are eligible will be notified via phone, email, or text communication and will
have the opportunity to enroll in part 2. The RC will follow the exact same procedures as in
person recruitment for part 2 except all procedures will occur over the phone.

Waiver of the requirement of obtaining a signed consent form:

We are requesting a waiver of the requirement of obtaining a signed consent form for part 1 of
this study only. Part 1 of the study includes a brief (~5-10 minute) screening survey that collects
one piece of identifying information (5-digit zip code) and presents no more than minimal risk of
harm to participants. This screening survey serves the purpose of determining eligibility for part
2 of this study.

Waiver of informed consent:

We request waiver of informed consent for the retrospective review of visits to the Lurie
Children's ED for the purposes of identifying potentially eligible families to screen for eligibility
and recruit for participation in the study. The families identified for remote recruitment will be
contacted via email, text message and/or phone for initial screening. The remote screening
process (Part 1) will include the information sheet distributed via Qualtrics survey or reviewed
verbally by the RC over the phone. Any caregiver potentially eligible for Part 2 of the study will
complete a phone conversation with a Research Coordinator (RC). Informed consent for
participation in part 2 of the study will be conducted verbally over the phone with electronic
copies of the consent form delivered to potential participants via email and via a link to a
Qualtrics survey. The Qualtrics survey will allow for the collection of electronic signatures from
study participants.

A waiver of informed consent will be requested for review of the LCH ED Electronic Medical
Record (EMR)/Patient Tracking board, "EPIC," to determine which families to approach for
screening. The ability to view LCH EPIC will be for pre-screening purposes only. The Research
Assistants will utilize the LCH ED electronic tracking board to continuously monitor incoming
patients that meet study inclusion criteria during recruitment shifts. Adult caregivers of children
6 months to 10 years old, who bring their child to the LCH ED for any non-critical illness or
injury, will be approached for eligibility screening.

RA tracking logs will contain information regarding patients' age, gender and chief complaint.
This information will help to streamline recruitment so that only eligible patients will be
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approached and will eliminate approaching non-eligible patients. Minimal clinical data (e.g., sex,
race, age, chief complaint) will be collected on ED patients who refuse to participate in the
screening survey and on ED patients who the research recruiters fail to approach for the

study. Minimal identifiers of potential subjects (first name and birth date) will be kept in order to
allow staff time to reconcile recruitment numbers and to avoid re-approaching patients, and this
information will be destroyed as soon as possible. The research involves no more than minimal
risk and does not adversely affect the rights and welfare of the patients.

This research study requires the use of the child's birth date in order to:

1) include the caregivers/parents of children between the ages of 6 months to 10 years in the
study

2) determine if the child is currently using the child restraint system (CRS) that is optimal for
their age according to the 2011 child passenger safety recommendations from the American
Academy of Pediatrics (AAP). These recommendations provide the foundation for the
educational information that is used in this study to provide caregivers/parents on which CRS to
use for their child.

Safeguard against potential coercion or appearance of coercion:

The risk of potential coercion will be minimized by following standard procedures for obtaining
verbal and/or written informed consent from participants. Study personnel will fully explain the
study procedures, risks, benefits, and alternatives to participants. The remuneration amount
was designed to balance adequate compensation for time without being too large of an amount
to be coercive. Participants will also be reminded that study participation is voluntary and that
refusing to participate or withdrawing from the study at any time will not result in any negative
consequences on their child's care at LCH.

Participants will be allocated ample time to review the verbal informational handout and/or the
written informed consent prior to data collection beginning and will be provided time to ask the
Research Assistant questions as well. After all questions are answered to the satisfaction of the
participant, and after he/she provides verbal consent and/or signs the consent document, then
data collection will begin. Participants will be given a copy of the informational handout and/or
the written informed consent form.

4.6 Vulnerable Populations:

Caregivers involved in the study may be pregnant. We will not inquire about pregnancy status.
The participation of pregnant women involves no more than minimal risk to the mother, with no
foreseeable direct risks to the fetus. Children of caregivers enrolled in the study will be subjects
to the extent that they will have information collected about their weight and height at ED
recruitment and follow-up. In addition, images of the children will be captured in photographs of
their child passenger safety behaviors, including seating location and passenger restraint system
use. ldentifying features of the child (e.g., face) will be obscured in the images before they are
saved for analysis. The information captured in photographs is needed to determine if the child is
using the size-appropriate CRS and to identify errors in CRS use. Other special vulnerable
populations (including fetuses, prisoners, and institutionalized individuals) will not be subjects of
the proposed research.
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5 Study Procedures
5.1 Study Intervention or Observational Phase

5.1.1 Visit 1 (baseline visit)

Screening: Caregivers of children who are eligible to approach will complete a self-administered
computerized screening survey on a study iPad or remotely via their own personal device to
determine eligibility for the full study.

Caregivers who complete the screening survey and meet study eligibility requirements will have
the option to enroll in the full study. Eligible caregivers will participate in the informed consent
process before determining if they would like to enroll.

Eligible caregivers that enroll in the study will complete the following elements while in the ED or
will have the option to finish any of these elements within 5 business days of enroliment
remotely via phone.

o A self-administer a computerized baseline survey with validated items collecting
information on their child passenger safety practices with their child, barriers/challenges
they may experience in using the recommended child restraint, and motivations, etc.

e Tiny Cargo check-in (a car seat check) with the RA to directly observe and record how
their child normally rides in a vehicle. We will use the CPaSS tool to collect data during
the Tiny Cargo check-in. Caregiver can submit photos during remote recruitment.

e Randomization to the basic TCBD intervention (an ED counseling session plus eHealth
after ED discharge) or the control condition (usual ED care with discharge instructions
relevant to the child’s diagnosis and an information sheet about car safety).

e Caregivers within the TCBD intervention group --Brief motivational interviewing inspired
counseling session (~20 minutes).

5.1.2 Visit 2 -Monthly photo requests (over 12 months of study enroliment)

Over the course of the study, all study participants will receive 8 photo requests in months 1, 2,
3,5,7, 8,10, and 11 via text message from the study that asks for them to send us back digital
photographs of how their child usually travels in their vehicle. Participants can complete a total of
8 photo requests over the course of the study and will be paid for completing each of them. The
CPaSS measure will be used to assess all digital photographs and incorporates elements of
seating position, mode selection, CRS fit, and CRS use/misuse drawn from AAP Guidelines®? and
standardized error severity scores for child restraints.'®

5.1.3 Visit 3 -- (6 month follow-up visit)

A follow-up assessment will be administered at 6- months after the ED visit and will include both
a self-administered computerized survey assessment (~15-20 minutes) and a Tiny Cargo
check-in (a car seat check) administered by the RA (~10 minutes). The caregiver will have the
option to complete the 6-month follow up survey in person at the visit or complete the survey on
their own device (phone, iPad, laptop, etc.) prior to the follow-up visit. Allowing participants to
complete the follow up assessment prior to the visit, will provide convenience to our participants
and shorten the amount of time needed for the in person visit. Additionally, if participants move
out of state, country or are unable to get to any of the study follow up site locations, then
participants will have the option of completing the Tiny Cargo (TC) check-in (a car seat check)
by submitting digital photographs to the study staff via text message or completing the check-in
via video chat (e.g., Northwestern zoom, Microsoft teams, skype, duo, google hangout).
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Caregivers that complete the TC check-in via photo submission or video chat will receive $5
less in study incentives. The CPaSS tool will be used to collect data during the TC check-ins.

During the 6-month follow-up, we will also plan to administer a brief health literacy assessment,
called the Newest Vital Sign. This valid and reliable tool will help us identify participants at risk
for low health literacy in the study. This survey assessment will be self-administered and will last
about 3 minutes.

5.1.4 End of Study Visit — (12 month follow-up visit)

The last follow-up assessment will be administered at 12- months after the ED visit and will
include both a self-administered computerized survey assessment (~15-20 minutes) and a TC
check-in (a car seat check) administered by the RC (~10 minutes). The caregiver will have the
option to complete the 12-month follow up survey in person at the visit or complete the survey
on their own device (phone, iPad, laptop, etc.) prior to the follow-up visit. Allowing participants to
complete the follow up assessment prior to the visit, will provide convenience to our participants
and shorten the amount of time needed for the in person visit. Additionally, if participants move
out of state, country or are unable to get to any of the study follow up site locations, then
participants will have the option of completing the TC check-in (a car seat check) by submitting
digital photographs to the study staff via text message or completing the check-in via video chat
(e.g., Northwestern zoom, Microsoft teams, skype, duo, google hangout). Caregivers that
complete the TC check-in via photo submission or video chat will receive $5 less in study
incentives. The CPaSS tool will be used to collect data during the TC check-ins.

Follow-up protocol —retention of subjects

Retention will be maximized with established procedures from our prior work (80-90%
compliance). The following protocol will be implemented to improve compliance with follow-up:
1) during the baseline assessment, the participant’'s name, address, e-mail account, phone
number, Facebook and other social media accounts, and telephone numbers of two contact
persons will be obtained; 2) reminder letters, telephone calls, text messaging, e-mail
communication, and/or Facebook/other social media private messaging will be used for
participants who agree to be contacted by such methods; 3) follow-up interviews will be
scheduled at the participant's convenience including evenings and weekends; and 4)
participants will receive an extra $5.00 for confirming their follow up appointment or calling to
reschedule it.

Additionally, we have set up two study e-mail accounts (TCBDstudy@Iuriechildrens.org and
TCBDstudy@gmail.com) to be used for subjects to contact study staff or for study staff to send
appointment reminders to subjects. Through the study email account, we will also set up a
Facebook and Instagram limited profile page. The Facebook and Instagram profile page lists
only the study name and affiliation with LCH. Facebook or Instagram will NOT be used as a
recruitment tool. The account is set up only as a source for private messaging between study
staff and enrolled subjects who agree to be contacted via such methods. The message shows
up in the person’s private inbox, similar to an e-mail message. There is no ability to “friend” the
study or post on the wall. Only subjects with active Facebook and Instagram accounts can be
messaged. Privacy settings are checked on a monthly basis. When providing contact
information, the subject will indicate if study staff can contact them through email, Facebook or
Instagram.

5.2 Subject Withdrawal

Participants (caregivers/parents) can stop taking part in this study at any time. Their decision
will not affect their regular care or their child’s care at LCH. If they wish to stop taking part in this
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study, we ask that participants call the study team at (312) 339-0888 or email us at
TCBDstudy@luriechildrens.org. A study team member can speak to them about any concerns
they may have. The study will then confirm their withdrawal from the study with a letter in the
mail.

5.3 Early Termination Visits

Participants can stop taking part in this study at any time. Their decision will not affect their
regular care or their child’s care. If they wish to stop taking part in this study, we ask that
participants call the study team at (312) 339-0888 or email us at TCBDstudy@luriechildrens.org.
A study team member can speak to them about any concerns they may have. The study will
then confirm their withdrawal from the study with a letter in the mail.

6 Statistical Plan

6.1 Sample Size and Power Determination

Briefly, our calculations are based on two-sample comparisons between groups (e.g., control and
TCBD) using results from our pilot study that assessed percent size-appropriate child passenger
safety behaviors at 6-month follow-up (referred to as the “response rate” below). For analyses
involving multiple time points, these calculations represent a conservative lower bound on the
power that would only be achieved if the effective sample equals 1 observation per person (i.e.
perfect within-individual correlation). For the calculations below we assume: a) 17% response rate
among controls; b) 25% response rate among TCBD caregivers at 6 Month (with 75% of TCBD
caregivers re-randomized); and c) only 80% of the target sample (n=204 controls and n=516
TCBD in the initial dichotomy) will be available for analysis at follow-up. Components (a) and (b)
are based on pilot data where the control group received generic educational materials and
outcomes were assessed at 6-months. Component (c) is a conservative correction for attrition.
For Aim 2, we estimated power while accounting for uncertainty in the group sizes by simulating
response and re-randomization patterns according to the above probabilities and testing for
significant between-group differences; this process was repeated 10,000 times and the power
was estimated as the percent of replications in which a between-group difference was identified.
Binary Outcome: For the binary response case, if the observed response rate is at least 29.4%
among those receiving enhanced TCBD, it can be reliably (>80% power) distinguished from a
control response rate of 17%. Analogously, a response rate of at least 27.6% among basic
intervention would be reliably (>80% power) distinguished from control. Converted to Cohen’s h,
both differences reflect small-to-medium effect sizes (h = 0.30 and h = 0.26, respectively).
Numeric Outcome (CPaSS): If the standardized mean difference (i.e. Cohen’s D) is >0.25 (a
small-to-medium effect size), we can reliably distinguish between control and basic TCBD
conditions. Similarly, if D = 0.28, a small-to-medium effect size, we will have sufficient power
(80%) to distinguish the control and enhanced TCBD conditions. Aim 2: Monte Carlo studies of
linear latent trajectory models indicate that a medium level of heterogeneity among the slopes
and/or intercepts of the trajectories can be reliably recovered (power > 80%) with a total sample
size of n=200, with power exceeding 95% when the level of heterogeneity is high;190 given that
our sample size soundly exceeds 200, we expect sufficient ability to determine the underlying
characteristic trajectory types. Nevertheless, we further justify our sample size with a brief
simulation study. Assuming a final sample size of 720, conservatively assuming individuals are
only measured at an average of 25% of the 12 monthly assessments, we simulate data from a
population with four equally likely trajectory types: consistently low, consistently high, linearly
decreasing, and starting high then dropping off. Because we have no basis for estimating
variability in the score, we assumed mean/variance equivalence, consistent with the Poisson
distribution. Due to the time required to fit such models, we only completed 200 simulation
replications, where we were able to correctly conclude (based on BIC) that there were four
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trajectory types in 100% of replications, and the mean trajectories in those four groups were
characterized correctly.

Exploratory Aim: Aligning with the NIH guidance on health economics research, we plan a cost
analysis of the intervention to inform wider dissemination and implementation in settings outside
of the ED. Unmeasured time costs for staff or for participants can be a key barrier to the
implementation and long-term viability of a new intervention since preventive and screening
recommendations can compete for implementation time from staff. We will address this potential
barrier by measuring all relevant costs associated with the study interventions through primary
data collection. We will measure the total costs of the intervention from participant and health
system perspectives by gathering estimates of intervention resource requirements, including
personnel costs, implementation time, participant time, and material costs. Resource costs will
include intervention development, training, and implementation. All costs will be adjusted to US
2017 dollars using the Gross Domestic Product Price Index. Control costs will be adjusted to
reflect the proportion of time study participants spend on the app. We will calculate costs of the
intervention per child. Net costs (savings) will be calculated by subtracting mean costs per
participant in the control condition from mean costs per participant who receive the basic TCBD
and the enhanced TCBD interventions. Given typical skewness, we will report means, medians,
standard errors, minimum, maximum, and quantiles to provide information on cost measures.
Tests will be employed to assess distributions of cost measures and identify appropriate methods
for generating confidence intervals, such as non-parametric bootstrapping. We will also estimate
cost-effectiveness as measured by dollars per caregiver using a size-appropriate CRS and using
the CRS correctly. Economic data will provide key information about the relative costs and
benefits associated with the intervention, inform scalability, and help prioritize future
implementation strategies in EDs and other settings that serve young children (e.g., doctor’s
offices, schools).

6.2 Statistical Methods

All subjects, once randomized, will be included in an intention-to-treat analysis and outcomes
will be collected even if the caregiver does not engage in the randomly assigned intervention.
We will evaluate randomization by testing for covariate (e.g. demographic characteristics)
balance between initial treatment groups, and between the re-randomized treatment groups
created after the 6-month follow-up. If significant differences are observed, we will adjust for
these variables or conduct stratified analyses. All statistical hypothesis tests and power
calculations will use a two-sided = 0.05.

Aim 1: To test the efficacy of the TCBD intervention compared to usual care for improving primary
outcomes [i.e., size-appropriate restraint (dichotomous) and CPaSS (numeric)] at 12 months. We
hypothesize greater proportions of children will be using a size-appropriate restraint and higher
CPaSS among caregivers in the intervention groups (basic and enhanced) compared with the
control group (usual care) at the 12-month assessment. Statistical Analysis: Our primary analytic
tool for estimating treatment effects will be generalized linear models (GLMs), and for analyses
involving joint analysis of multiple follow-up data points, we will use generalized linear mixed
models (GLMMs), which allows direct modeling of the correlations between data points (e.g.
repeated measurements on individuals), and the inclusion of individuals with incomplete data (e.g.
missing time points). The GLM(M) framework also allows simple controlling for confounders (if
necessary) through their inclusion in the model as covariates. For the analysis of binary outcomes,
we will use logistic GLM(M)s and for numeric outcomes (CPaSS-D) we will initially specify linear
(Gaussian) GLM(M)s; this choice will be scrutinized by analyzing model diagnostics. The primary
inferential target will be the coefficient for the treatment group indicator, making this effectively
equivalent to ANCOVA. Adjustment for the baseline measurement is important for guarding
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against regression to the mean in RCT studies, which will be our approach when analyzing only
a single follow-up (e.g. 12 months). However, when analyzing multiple follow-ups within the same
model, using this baseline adjustment across the board (i.e. at every time point) can result in
overestimation of the treatment effect; baseline adjustment for only the first follow-up corrects this
overestimation while also guarding against regression to the mean, which will be our approach.
We will also conduct exploratory tests of the interaction between time and treatment group, to see
whether there is strong evidence that the treatment effect diminishes over time, which will inform
future studies.

SubAim: We will determine moderators (caregiver sex, race, child age) of the intervention effects
and mediators (Self-Determination Theory constructs of autonomy, relatedness, competence;
emotional state at ED recruitment). We hypothesize that disparities in CRS use can be reduced
through a tailored intervention that increases autonomous motivation, competence, and
relatedness for correct CRS use. Statistical Analysis: Moderation: Within the GLM(M) modeling
framework described above, we will evaluate moderation by including interactions between
treatment group and sex-, race-, and age-based groupings. We will test whether sex as a biologic
variable modifies the intervention effect, but will be underpowered to detect differences because
children are infrequently with a male caregiver when seeking emergency care (10-15% in our pilot
data). Mediation: We will use Imai’s counterfactual mediation method, a very general framework
that takes models for the outcome and mediator as inputs, to estimate mediation effects.
Traditional mediation analysis can be susceptible to bias due to model misspecification and
design limitations and limitations in the classes of statistical models, that can be accommodated
(typically linear regressions for both the mediator and outcome) but the Imai framework can
accommodate a wide variety of distributions for both the mediator and the outcome; our initial
specification will be a logistic model for the binary variables and a linear (Gaussian) model for the
numeric variables. We will use a quasi-Bayesian approach to draw from conditional distribution
of the mediator given the “treatment” and other covariates, and that of the outcome given the
exposure, mediator, and other covariates, to construct hypothesis tests for the proportion
mediated; this approach is robustly implemented in the R package mediation.

Aim 2: To use latent growth curve models to identify characteristic trajectories for the CPaSS
observed in digital photographs over the 12 study months and assess for correlates of the
trajectory types. We hypothesize that caregivers will have different CPaSS trajectories in
response to the basic intervention, the enhanced intervention, and the control condition. We
expect to identify at least four patterns of response. Statistical Analysis: We will determine 12-
month CPaSS trajectory types using adaptations of finite mixture models for the case where the
units are trajectories. We will define trajectory shapes through methods combining
semiparametric regression modeling (e.g., generalized additive models), with latent class
regression, using the R package flexmix. Following convention, we will use the Bayesian
Information Criteria (BIC) to determine the appropriate number of latent classes, while also
making practical considerations to avoid overfitting, such as not allowing overly small groups to
be created, as in previous applied work. Using the posterior probability of class membership, we
place individuals into trajectory groups and treat that grouping as the outcome in a subsequent
multinomial regression model to determine correlates of class membership, including treatment
group, caregiver race/ethnicity, and child age group. If substantial uncertainty in class
membership is found, outcomes in the multinomial model will be weighted accordingly.

7 Safety and Adverse Events

Dr. Macy will be responsible for reporting Adverse Events and Other Reportable Information and
Occurrences to the Lurie Children’s Hospital IRB and the Project Officer for this grant as required
and as applicable to the study protocol. The timing of reporting of an adverse event by Dr. Macy
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will be dependent on the severity of the event and whether the adverse event was expected
(included in the informed consent).

7.1.1 Data and Safety Monitoring Plan

The Principal Investigator, Dr. Macy will be responsible for the data safety and quality in this low
risk trial of a behavioral intervention to promote correct and consistent size-appropriate child
passenger safety behaviors. It should be noted that all research project involving human
participants at Ann & Robert H. Lurie Children’s Hospital of Chicago, including the proposed one,
require approvals from the Lurie Children’s Hospital Institutional Review Board. In addition,
because of the potential for sensitive data collection using digital photographs, a Certificate of
Confidentiality will be obtained for this study from The Eunice Kennedy Shriver National Institute
of Child Health and Human Development.

Dr. Macy will ensure that all relevant IRB policies, procedures and stipulations are followed. She
will be responsible for ensuring that other investigators and project staff adhere to IRB policies
including (1) All participants will understand, agree to and sign a written consent forms before
participating; (2) strict adherence to a participant’s right to withdraw or refuse to answer questions
will be maintained; (3) the questionnaires will be confidential and no names will be associated
with the survey data; (4) consent forms and identifying information will be kept separate from the
participants’ study data; (5) all identifying information in digital form (e.g., follow-up tracking data)
will be encrypted and saved on password-protected devices and stored in a locked filing cabinet.
All identifying information on paper (e.g., consent documents) will be stored in a locked filing
cabinet. Computers using de-identified data for analysis will be password protected; and (6)
participants will be informed in the consent form with information to contact the PI, the project
manager, and the IRB office with any questions and/or concerns. Dr. Macy will be responsible for
submitting any amendments to the IRB before making changes to the study protocol.

Dr. Macy will be responsible for providing training to all research staff conducting assessments
regarding procedures for managing anticipated issues. Specifically, this training will include
information regarding warning signs of distress that occur as a result of the surveys and the means
for addressing such issues and minimizing distress. Staff will receive training from Dr. Macy in
management procedures if a caregiver reveals child abuse/neglect or concerns about safety. Staff
training will include review of the study protocol regarding the limits of confidentiality, liaison with
ED staff (i.e., clinical care providers) regarding concerns, and circumstances in which it may be
necessary to report suspected child abuse or neglect to the lllinois Department of Children and
Family Services (DCFS). Study procedures will also require staff to immediately contact Dr. Macy
in cases where these concerns arise. Dr. Resnicow will be responsible for training in Motivational
Interviewing (MI) techniques. The project manager will facilitate monitoring for fidelity to the
intervention throughout the course of the study by reviewing and scoring audio recordings from
Ml sessions. A consultant with mastery of Ml techniques and teaching of Ml will provide feedback
and additional training as needed.

The digital photographs submitted by caregivers will be reviewed by a trained research assistant
within 24-48 hours of the submission. The research assistant will score the photographs with the
Child Passenger Safety Score and determine which feedback messages will be returned to the
caregivers in the intervention group. For the development of the CPaSS Tool, in collaboration with
Dr. Reed and child passenger safety technicians, Dr. Macy has developed a list of child passenger
safety behaviors that constitute serious misuse (for example, having a car seat sitting on the
vehicle seat but not attached in any way). To offer greater protection in a crash to all children
involved in the study whose caregivers have not obtained a size-appropriate child restraint system
at the 6- or 12-month follow-up assessment, we have budgeted to provide size-appropriate
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restraints at no cost to the participants at the conclusion of the study. To receive a CRS from the
study, we will require caregivers to have the restraint installed with the guidance of a certified child
passenger safety technician. This will ensure the restraint is installed in accordance with
manufacturer specified guidelines.

Dr. Macy will be responsible for reporting Adverse Events and Other Reportable Information and
Occurrences to the Lurie Children’s Hospital IRB and the Project Officer for this grant as required.
The timing of reporting of an adverse event by Dr. Macy will be dependent on the severity of the
event and whether the adverse event was expected (included in the informed consent).

7.1.1.1 Data Safety Monitoring Board

Dr. Macy will work with 2 certified child passenger safety technicians to form a data safety
monitoring board. If serious misuse is identified, caregivers will receive pre-determined corrective
text messages regardless of the treatment condition. If the research assistant has any questions
about the potential for a serious misuse, the photograph will be brought to the attention of the
data safety monitoring board and reviewed for determination of serious misuse. Communication
to caregivers about serious misuse will occur within 2 days of receipt of the photographs by the
study team. lllegal behavior depicted in photographs will be protected within the legal rights
provided by the Certificate of Confidentiality.

8 Study Administration, Data Handling and Record Keeping

8.1 Confidentiality
Information about study subjects will be kept confidential and managed according to the
requirements of the Health Insurance Portability and Accountability Act of 1996 (HIPAA). Those
regulations require a signed subject authorization informing the subject of the following:
¢ What protected health information (PHI) will be collected from subjects in this study
e Who will have access to that information and why
e Who will use or disclose that information
e The rights of a research subject to revoke their authorization for use of their PHI.

All research staff assisting with data collection, entry and analysis will receive training in the
appropriate data handling and confidentiality procedures. Staff will be made aware that a breach
of confidentiality is reason for dismissal.

8.2 Data Collection and Management
Data will be collected only after written informed consent has been obtained from the participant.

Six primary sources of data exist for this study:

1) Screening process completed by the research coordinator

The screening process will use information that can identify the child of the

caregiver participating. The identifiable information that will be collected and stored in the
screening/recruitment log and enroliment log is the child’s name, medical record number, date
of birth, and date of being screened for study. The investigators need to collect this information
because it will help us to avoid approaching families who have already participated in the study
or decided not to participate. These tracking logs will be stored on an encrypted hospital device
and will not be shared with persons not on the study team unless a Lurie HIPAA release form
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has been signed.

2) Surveys (screen, baseline, 6- and 12-month follow-ups) completed by the participant
Caregivers will be approached for screening and baseline survey discretely in the ED waiting
room or privately in their child’s ED treatment room. We will use a private area, separate from
other patients in the ED, for review of the part 1 informational handout and the part 2 informed
consent document. Caregivers will be informed of the time commitment and activity on their part
necessary for the completion of the research project. Data collection in the ED will be completed
privately and confidentially on a study iPad and can be self-administered unless the caregiver
prefers to have the research assistant administer the survey verbally. If the survey is administered
verbally, the necessary measures will be taken to ensure privacy of response options of the
caregiver. Follow-up assessments similarly will be self-administered on study iPads during the 6-
or 12-month follow-up visit, unless the participant chooses to complete the follow-up survey prior
to the follow -up visit. Then the participant will complete the survey at their convenience and on
their own device (e.g., phone, laptop, iPad, etc.).

Children of caregivers enrolled in the study will have information collected about their weight and
height at ED recruitment and in-person follow-up assessments. The children will be receiving
emergency medical care in the LCH ED. All research staff who will have interactions with children
will receive training from Dr. Macy, a board-certified pediatrician and pediatric emergency
physician, related to their interactions with children for the measurement of weight and height as
well as the direct observation of the child in the vehicle which they travelled to the ED and at
follow-up assessments.

Subject identifiers (i.e., subject ID numbers) will be present on all surveys to link their data to their
identifying information. The Qualtrics Research Suite (http://www.qualtrics.com/) will be used to
collect and store data from the screening survey and part of the 6 month follow-up survey (The
Newest Vital Sign survey). The project-specific Qualtrics site is protected with a researcher-
designated log-in name and password. The site houses the surveys and compiles data that staff
will then transfer to a secured database on the LCH secure network. There are systems in place
that prevent the survey from being taken by the same user more than once. No identifying
information is collected from participants; so information remains anonymous and in aggregate
form. Additionally, Qualtrics has SAS 70 Certification and meets the rigorous privacy standards
imposed on health care records by the Health Insurance Portability and Accountability Act
(HIPAA). All Qualtrics accounts are hidden behind passwords and all data is protected with real-
time data replication. Qualtrics complies with the U.S. and E.U. Safe Harbor Framework and the
U.S. and Swiss Safe Harbor Framework as set forth by the U.S. Department of Commerce
regarding the collection, use and retention of personal information from European Union member
countries and Switzerland. Qualtrics has certified that it adheres to the Safe Harbor Privacy
Principles of notice, choice, onward transfer, security, data integrity, access, and enforcement.

Data obtained in the baseline and follow-up surveys will be stored on a password protected,
secure server at the University of Michigan. The University of Michigan Center for Health
Communications Research (CHCR) has been subcontracted for this RO1 to program the surveys,
the study website, and the tailoring of web content using the Michigan Tailoring System (MTS)
open-source software. MTS does not have any sort of central server that communicates back
and forth with a intervention web "site" — so there is minimal security risk in adding it to any project.
MTS functions where it takes code generated by CHCR and then uses a library to interpret how
to correctly display that code on the intervention site. Baseline, follow-up and intervention data
will be coded according to participant ID number. Additionally, a formal review of the survey
system and study web "site" is being completed by the University of Michigan Information
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Assurance Office (https://safecomputing.umich.edu/about). Once completed, the information
assurance assessment will be shared with the Information Management and Institutional Review
Board teams at Lurie Children’s.

All data collected through the University of Michigan and stored on University of Michigan
password protected secure servers will be accessible to the study team via a dashboard. Data
will be downloaded to password protected secure servers at Lurie Children’s for analysis. We will
develop databases for the storage of de-identified data. Files will be stored and backed-up using
password protected secure file servers at LCH. Multiple imputation may be employed to address
missing data due to dropout or inability to complete follow-up (anticipated <20%).

We will minimize the burden of the research assessments through the use of skip patterns. In
order to minimize pressure to provide the perceived “correct” answer, caregivers will be reminded
there are no “right” or “wrong” answers to any of the assessment questions. Caregivers will also
be informed that they have the right to skip any question that makes them uncomfortable or that
they do not wish to answer. They will be informed of their right to withdraw from the study at any
time without penalty. Study staff will be trained to respond to emotional distress and to discuss
concerns and issues with the project manager, Dr. Macy, and in her absence, Dr. Carter or Dr.
Resnicow.

We will also have a Certificate of Confidentiality (CoC) from The Eunice Kennedy Shriver National
Institute of Child Health and Human Development to protect study participants’ data regarding
illegal behaviors captured within any of the survey from subpoena and to conserve their own right
to request release of their data for their own purposes.

Data collection from all surveys will occur electronically according to the information presented
above, unless there are technical problems during the study. To account for technical issues,
paper copies of surveys will be used to complete any data collection needed with participants.
Data collected via paper will be transferred to the secure online systems as soon as possible by
a trained research team member and the paper documents will be shredded afterwards.

Subject identifiers (i.e., subject ID numbers) will be present on all surveys. The subject identifiers
will be used to link information to each participant as opposed to using unique identifying
information. When patients enroll in the part 2, baseline phase of the study, names will be linked
to individual ID numbers in this secure online database created by CHCR, which will be kept in a
restricted access folder on a secure server at the University of Michigan. Data exported from the
University of Michigan servers for future data analysis will be de-identified before saving to a
password-protected folder on secure network at LCH.

3) Monthly photo submissions and text messages from caregivers of their child as they normally
ride in their vehicle

Caregivers will submit photos of their child as they normally ride in their vehicle once a month to
the study team. Text messages will be sent and photographs submitted to the study team through
a third party platform called Twilio (Twilio Inc., San Francisco, CA) (see www.twilio.com for
information about Twilio and its privacy/security policies). Twilio will transmit messages and store
links to the MMS (photograph submission) and SMS (text message) content on Twilio servers.
Twilio will save the image files to an AWS Server. The Twilio link to the MMS message files will
be deleted with an APl command sent each day at midnight Eastern Time. MMS files are deleted
from the AWS Server after 30 days but will not be searchable after the MMS file link is deleted at
midnight. SMS file records will be deleted with an APl command sent at the conclusion of the

29V6_3.24.21


https://safecomputing.umich.edu/about

Emergency Medicine Prospective Protocol

caregiver’s participation in the study (i.e., 1 month after completion of the 12-month follow-up).
This will ensure we have a complete record of communication sent to them by the study team.

The study team will make every effort to keep data safe and secure. The University of Michigan
Center for Health Communications Research has been subcontracted for work on this project. A
formal review of the study website is being completed by the University of Michigan Information
Assurance Office (https://safecomputing.umich.edu/about). Data submitted to Twilio will be
transmitted by Twilio to the University of Michigan and saved at the University of Michigan in
password-protected folders on a secure network. Only study team members will have access to
data.

Data collected for the study through the University of Michigan systems will be downloaded to
Lurie Children’s and stored in a password protected folder on a password-protected, secure
network. All photos will be de-identified — meaning faces will be blurred — when saved to Lurie
Children’s network. Photos will be deleted from the University of Michigan secure server once
they are successfully saved to Lurie Children’s network.

Tango Card- The gift card distribution will be handled using Tango Card™, an electronic gift card
distribution software. Tango Card™ will send an email to participants each time a gift card is earned for
this study. They will be able to redeem the gift card at a major retailer of their choice. Tango Card™
does not sell or distribute customer email addresses to any third party and Tango Card™ treats all
personal data as completely confidential.

We will also have a Certificate of Confidentiality (CoC) from The Eunice Kennedy Shriver National
Institute of Child Health and Human Development to protect study participants’ data regarding
illegal behaviors captured within the digital photographs from subpoena and to conserve their own
right to request release of their data for their own purposes. The CoC will protect all digital
photographs collected during the study.

4) Child Passenger Safety Score (CPaSS-D) and (CPaSS-R) used by the research assistant for
direct and remote observation of the Tiny Cargo check-ins (car seat inspection)

The CPaSS electronic survey tool will be used by research assistants to observe and record
assessment scores for the Tiny Cargo check-ins each month that a participant is enrolled in the
study. The CPaSS tool will be used either in direct observation with a family or via photos
submitted electronically via text message to the study team.

CPaSS observations recorded from review of the digital photographs will be collected in surveys
on the Northwestern University portal to the Qualtrics survey platform that contain study-specific
codes only. Qualtrics will house the data for the CPaSS assessments and will only use a subject
identifier (ID number) to connect the participant's data with their information. No unique identifying
information will be collected within this assessment tool. When it is exported from Qualtrics, the
data will be saved to a secure folder on the LCH secure network.

5) Audio recordings of the MI counseling sessions (conducted at the baseline visit, and/or Month
7/8 via phone)

Although the focus of this study is not on child abuse, because of the nature of the study,
caregivers may disclose information that raises concerns for potential child abuse or neglect
during the MI counseling sessions (baseline visit and/or phone session). The consent form will
contain a statement regarding the mandatory reporting requirements. Staff training will include
review of the study protocol regarding the limits of confidentiality, liaison with ED staff (i.e., clinical
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care providers) regarding concerns for potential child abuse or neglect, and circumstances in
which it may be necessary to report suspected child abuse or neglect to lllinois Department of
Children and Family Services (DCFS). Study procedures will also require staff to immediately
contact Dr. Macy in cases where these concerns arise.

MI counseling sessions for this study will be conducted/facilitated by the RA with participants and
will be audio recorded (with signed permission from participants) in order to ensure the fidelity of
the intervention. Staff will be trained to administer the TCBD MI counseling intervention in a
specific way and in order to ensure all staff are conducting and coding the data correctly, it is
necessary to audio record this portion of the study. Audio recordings of MI counseling sessions
will not include the caregiver's name or any information that could be used to identify them. Audio
records will be coded only with the research assistant ID, subject ID and study name, and date of
the session. Taping will be done using a LCH secure device (study iPad and/or study iPhone),
and counseling sessions will be immediately uploaded to a password protected LCH server folder
and deleted from the device. All audio recordings will be destroyed from the LCH server as soon
as fidelity monitoring is completed.

6) Paper study documents --consent forms, proof of payment and study follow-up information

All paper study documents (e.g., consent forms, payment forms, follow-up related contact forms,
etc.) with patient identifying information will be kept stored in locked file cabinets separate from
any data collection forms. Each file cabinet will have a unique key and will be kept within a locked
office, within a locked suite and within a locked building accessible by LCH badge only.

Subject identifiers (i.e., subject ID numbers) will be present on study-related forms. The subject
identifiers will be used to link information to each participant. When patients enroll in the part 2,
baseline phase of the study, names will be linked to individual ID numbers in this database, which
will be kept in a restricted access folder on a secure server.

Signed consent forms will be kept in a locked file cabinet in a locked research office at the study
site. All information collected as part of both research projects will be accessible only to research
staff who have completed mandatory training in the protection of human subjects.

Follow-up contact information that the caregiver provides to the study team will be stored
separately with a unique study identifier to link information. The dataset with identifiers will be
destroyed as soon as possible after the completion of 12-month follow-up. Caregiver identifiers
(contact information) will be retained for the purposes of follow-up.

The study team will follow the federal guidelines as the necessary time that all study materials will
kept following the conclusion of the study recruitment and analysis period.

Blinding for purposes of data collection:

This is a unique single-blinded study where a portion of the study will include blinding of study
team members. The blinding will not include the Principal Investigator or the Study
Coordinator. Also, participants will know which group they are enrolled in as the consent form
states the study groups as well as the extent of study involvement based on which group you
are enrolled in.

The portion of the study that includes blinding are the monthly photo submissions that
participants will send us via text message over the course of 12 months.
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Study team members that directly enroll participants in the ED will not be able to review any
monthly photo submissions from those families. They will only be able to review and score
(using the CPaSS tool) photo submissions of families that they did not directly enroll, so they
are blinded to which study arm the family is enrolled in.

Study team members that are only assisting with the review and scoring (using the CPaSS tool)
of photo submissions each month will be blinded to the study arm the participant is enrolled
within. Because they will not be enrolling participants within the ED and they will not have
access to the study dashboard where the photos are submitted, these study team members will
remain blinded throughout the course of the study and will only provide scoring based on what
they observe within the photos. These study team members will relay the scoring of all photo
submissions to the rest of the team to record within the database and the additional study team
members will send out text message feedback to the families based on any major misuse/errors
that are visible within the photo submissions.

8.3 Records Retention

Study investigators will follow the federal guidelines as to how long all data collection and records
should be retained past study conclusion.

9 Study Monitoring, Auditing, and Inspecting

9.1 Risks

Potential Risks:
Physical: None anticipated

Psychological: There is no more than minimal risk that caregivers may experience stress
associated with seeking ED care for their child and may find the intervention inconvenient.
Participants may become anxious, upset, or uncomfortable as a result of being asked personal
questions. There is a theoretical risk that participants may feel pressure to provide the “correct’
answer. Participants will be reassured that there are no right or wrong answers to the study
questionnaires, that their answers are confidential, and that the data will be made anonymous by
removing all potential identifiers. Children may become anxious with the measurement of their
weight and height by a research staff member who is unfamiliar to them. Children will not be
separated from their caregivers at any time during the study.

Social: Because the research requires the collection of personally identifying data, there is always
a risk of breach of confidentiality. This risk is no greater than that which occurs in every medical
encounter. We will make every attempt to minimize that risk. Only the principal investigator, Dr.
Macy, project manager, and research assistants will have access to personally identifying contact
information for the enrolled caregivers, which will be destroyed at the earliest possible time. The
photographs collected in the course of this study will be stored separate from the other data
(survey questions and measures) in a secure LCH server accessible to the principal investigator,
Dr. Macy, and the research assistants responsible for coding the photographs.

Breach of Data: Accidental public release of the survey data or text messages (SMS or MMS)
may occur due to unplanned data breaches including hacking or other activities outside of the
procedures approved by this study. If a security break happens, their data may be misused or
used for unapproved reasons.

Financial: None anticipated

32 V6_3.24.21



Emergency Medicine Prospective Protocol

Legal: Caregivers will be made aware that spontaneous disclosure of behaviors concerning for
child abuse or neglect (not directly assessed in the study) will be reported to the lllinois
Department of Children and Family Services (DCFS). Caregivers also may fear legal
repercussions for reporting their child passenger restraint practices if they do not adhere to the
state law. We have determined, in consultation with experts from the Child Abuse Team at Lurie
Children’s Hospital that, while illegal, it is not considered child abuse or neglect in the State of
lllinois to use a restraint other than a legally required restraint, unless the child were injured as a
result of the improper restraint.

Identification of safety hazards: There is always the potential for human error and for the research
coordinator to miss identifying a major misuse or error in the way the participant's child is using
their child restraint system.

Adequacy of Protection against Risks:

Recruitment and Informed Consent

All study procedures, protocols, measures, and informed consent documents will be reviewed
and approved by the Lurie Children’s Hospital Institutional Review Boards before any activities
involving human subjects begin. Waiver of informed consent will be requested for review of the
ED Electronic Medical Record (EMR)/Patient Tracking board to determine which families to
approach for screening. Adult caregivers of children 6 months to 10 years old, who bring their
child to the LCH ED for any non-critical iliness or injury, will be approached for eligibility screening.
Again, the child age range was selected based on the American Academy of Pediatrics Guidelines
for Child Passenger Safety.

Caregivers will provide verbal consent for the ED screening. Eligible caregivers will complete
separate written informed consent for 1) participation in the intervention study with
baseline/follow-up assessments and 2) the collection of data using digital photographs. Prior to
beginning any data collection with a participant, a trained research assistant will present and
explain a comprehensive informed consent document, reviewing the study risks and participants’
rights. After all questions are answered to the satisfaction of the participant, and after he/she signs
the consent document, then data collection will begin. Participants will be given a copy of the
consent form(s).

Protections against Risk:

Data collection will be conducted in accordance with Institutional Review Board guidelines for
human subjects’ protection and patient confidentiality. All research staff assisting with data
collection, entry and analysis will receive training in the appropriate data handling and
confidentiality procedures. Staff will be made aware that a breach of confidentiality is reason for
dismissal.

Physical: None anticipated

Psychological: We will minimize the burden of the research assessments through the use of skip
patterns. In order to minimize pressure to provide the perceived “correct” answer, caregivers will
be reminded there are no “right” or “wrong” answers to any of the assessment questions, that
their answers are confidential, and that the data will be made anonymous by removing all potential
identifiers, only a study ID number will be used. Caregivers will also be informed that they have
the right to skip any question that makes them uncomfortable or that they do not wish to answer.
They will be informed of their right to withdraw from the study at any time without penalty. Study
staff will be trained to respond to emotional distress and to discuss concerns and issues with the
project manager, Dr. Macy, and in her absence, Dr. Carter or Dr. Resnicow.
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Children may become anxious with the measurement of their height by a research staff member
who is unfamiliar to them. Children will not be separated from their caregivers at any time during
the study. The child's height will be measured laying down or standing up, depending on what is
most comfortable for the child.

Also, caregivers will be approached for screening discretely in the ED waiting room or privately in
their child’s ED treatment room. We will use a private area, separate from other patients in the
ED, for review of the consent document. Caregivers will be informed of the time commitment and
activity on their part necessary for the completion of the research project. Data collection in the
ED will be completed on a study iPad and can be self-administered unless the caregiver prefers
to have the research assistant administer the survey verbally. Follow-up assessments similarly
will be administered on study iPads or can be completed remotely via the participant's own
personal device and privately, at their convenience.

Social: We will make every attempt to minimize the risk of breach of confidentiality. Only the
principal investigator, Dr. Macy, project manager, and research assistants will have access to
personally identifying contact information for the enrolled caregivers, which will be destroyed at
the earliest possible time. The photographs collected in the course of this study will be stored
separate from the other data (survey questions and measures) in a secure LCH server accessible
to the principal investigator, Dr. Macy, and the research assistants responsible for coding the
photographs.

Also, subject identifiers will not be present on any data collection forms. Follow-up contact
information will be stored separately with a unique study identifier to link information. The dataset
with identifiers will be destroyed as soon as possible after the completion of 12-month follow-up.
Caregiver identifiers (contact information) will be retained for the purposes of follow-up. These
identifying data and the digital photographs (with the child’s face obscured) will be kept in a secure
database on a LCH server accessible from password-protected study computers and archived in
a password-protected file on the principal investigators office desktop computer on the LCH
network. A separate dataset for analysis will be created, which will contain only unique study
identifiers. Audio recordings of Ml sessions will be destroyed as soon as fidelity monitoring is
completed.

Breach of Data: We have a Certificate of Confidentiality (CoC) from The Eunice Kennedy Shriver
National Institute of Child Health and Human Development to protect study participants’ data
regarding illegal behaviors captured on the digital photographs from subpoena and to conserve
their own right to request release of their data for their own purposes. The CoC will protect all
digital photographs collected during the study.

Although the focus of this study is not on child abuse, because of the nature of the study,
caregivers may disclose information that raises concerns for potential child abuse or neglect. The
consent form will contain a statement regarding the mandatory reporting requirements. Staff
training will include review of the study protocol regarding the limits of confidentiality, liaison with
ED staff (i.e., clinical care providers) regarding concerns for potential child abuse or neglect, and
circumstances in which it may be necessary to report suspected child abuse or neglect to Illinois
Department of Children and Family Services (DCFS). Study procedures will also require staff to
immediately contact Dr. Macy in cases where these concerns.

The study team will make every effort to keep data safe and secure. The University of Michigan
Center for Health Communications Research has been subcontracted for work on this project. A
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formal review of the survey system and study website is being completed by the University of
Michigan Information Assurance Office (https://safecomputing.umich.edu/about). Text messages
will be sent and photographs submitted to the study team through a third party platform called
Twilio (Twilio Inc., San Francisco, CA) (see www.twilio.com for information about Twilio and its
privacy/security policies). Twilio will transmit messages and store links to the MMS (photograph
submission) and SMS (text message) content on Twilio servers. Twilio will save the image files
to an AWS Server. The Twilio link to the MMS message files will be deleted with an APl command
sent each day at midnight Eastern Time. MMS files are deleted from the AWS Server after 30
days but will not be searchable after the MMS file link is deleted at midnight. SMS file records will
be deleted with an APl command sent at the conclusion of the caregiver’s participation in the
study (i.e., 1 month after completion of the 12-month follow-up). This will ensure we have a
complete record of communication sent to them by the study team.

Data submitted to Twilio will be transmitted by Twilio to the University of Michigan and saved at
the University of Michigan in password-protected folders on a secure network. Only study team
members will have access to data.

Data collected for the study through the University of Michigan systems will be downloaded to
Lurie Children’s and stored on a password-protected, secure network. All photos will be de-
identified — meaning faces will be blurred — when saved to Lurie Children’s network. Photos will
be deleted from the University of Michigan secure server once they are successfully saved to
Lurie Children’s network.

Tango Card- The gift card distribution will be handled using Tango Card™, an electronic gift card
distribution software. Tango Card™ will send an email to participants each time a gift card is earned for
this study. They will be able to redeem the gift card at a major retailer of their choice. Tango Card™
does not sell or distribute customer email addresses to any third party and Tango Card™ treats all
personal data as completely confidential.

All paper study documents (e.g., consent forms, locator forms) will be stored within locked study
file cabinets within a locked office and within a locked suite at Lurie Children's Hospital. All
identifiable info will be stored within separate locked file cabinets as well.

Financial: None anticipated.

Legal: We have determined, in consultation with experts from the Child Abuse Team at Lurie
Children’s Hospital that, while illegal, it is not considered child abuse or neglect in the State of
lllinois to use a restraint other than a legally required restraint, unless the child were injured as a
result of the improper restraint. Our study team will not be approaching the caregivers of any
children seeking care in the ED for a motor vehicle related injury.

Identification of safety hazards: The study team will make every effort to identify misuse and errors
in the way that participants are using their child restraint system. In order to ensure the study team
is educated on the identification of safety hazards, several training sessions have been conducted
with the study team and led by certified child passenger safety technicians at LCH. The Study
Coordinator and PI of this study have been certified as child passenger safety technicians as well.
They will both oversee study procedures and will consistently review the feedback provided to
participants during the Tiny Cargo check-ins (both in-person and via photos submitted by the
parents). We will plan to conduct booster training sessions with the study team throughout the
course of the study to serve as fidelity checks and keep the study team up to date on the child
passenger safety information. We will also plan to refer participants directly to the Lurie Children's
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Buckle Up Program (car seat program) if any participants have questions or concerns that the
study team does not feel they can answer or if the participants' questions fall outside of the training
provided for this study. All participants enrolled in this study will also receive a handout with some
online resources and phone numbers for places they can get their car seat checked for proper
installation by a certified child passenger safety technician.

Third party to whom data will be released:

Data collected as part of the surveys, website, and photo submissions will be released in real-
time to the Center for Health Communications Research (CHCR) at the University of Michigan.
CHCR is a National Cancer Institute Center of Excellence in Cancer Communications Research
since 2003, along with its former embodiments, the Health Media Research Laboratory (University
of Michigan) and the Health Communications Research Laboratory (University of North Carolina
at Chapel Hill), has conducted research in health communications since 1992. The CHCR
comprises an interdisciplinary team of behavioral scientists, health educators, instructional
designers, media professionals, computer engineers, graphic designers, project managers and
students from a wide variety of disciplines (public health, psychology, medicine, biostatistics,
computer engineering, information science, art and others). Principal CHCR staff have worked
together for over a decade and have established a shared knowledge base and language
regarding tailoring technology and intervention development. Each team member is familiar with
the theories and intricacies involved in developing heath behavior interventions and conducting
research trials. The interactions among the CHCR’s professionals from various disciplines foster
the generation of innovative ideas, creative solutions to obstacles and unique perspectives.

CHCR has a significant history of developing and implementing interactive individually tailored
interventions as a team, developing and examining the effectiveness of tailored print- telephonic-
, computer-, mobile- and web-based interventions. These interventions have used an array of
media channels and technologies, including web, computer, print, kiosk, cell phone/mobile device,
IVR (interactive voice response), video/DVD and social media applications. This research has
been carried out in a variety of settings, including health clinics, emergency departments, primary
care offices, schools, homes, inner-city community centers, shopping malls, libraries, work sites
and senior centers. Target populations have included patients, physicians, health maintenance
organization members, adolescents, the elderly, minorities, military personnel and the under-
served. Topics have included smoking cessation and prevention, dietary change, physical activity,
screening, genetic counseling, risk prevention, treatment decision-making, medication adherence
and survivorship.

The CHCR-developed Michigan Tailoring System (http://chcr.umich.edu/mts), is a standards-
based, cross-platform, open source application released to the research community in 2008 that
enables the efficient creation, testing and delivery of richly tailored communications without the
need for constant technical support and assistance from a team of computer programmers. These
communications may include individually tailored text and media (photos, graphics, animations,
audio, video) and be delivered via a range of channels, including print, computer, web, e-mail,
cell phone and social media applications. Because of the scalable, common technical platform,
resulting tailored programs are easier to disseminate.

Details on how study participant’s confidentiality (personal information) will be protected while
using the platform(s) for remote study visits:

As LCH has transitioned from using Skype for Business over to the Avaya System, our research

team has also made this transition to align with LCH policies and procedures. Like Skype Dialer,
Avaya will allow individuals to call research participants from their own cell phone and have their
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Lurie Children’s phone number presented to the recipient of the call. The use of Avaya EC500
Dialer will be used by our research team to:

invite parents to be part of the research study

complete study visits and study related tasks

update parent's information as needed over the course of study
provide reminders for upcoming appointments and study related tasks

~— — — N

1
2
3
4

The following details will be used to protect the confidentiality of the subject while using Avaya
Dialer:

1) The parent's identity will be confirmed prior to the transfer of any information over the phone.
2) The Research Coordinator will provide their name and credentials at the start of the call.

3) The parent will be encouraged to move to a quite area where they can be alone during the
conversation. They have the option of who overhears their call.

4) The Research Coordinator will move to a location/work space where they are alone and no
one else can overhear them or the conversation.

5) The parent has the option of providing information to the Research Coordinator based on their
level of comfort.

6) First names will be used during conversations as opposed to full names to protect their identity
if anyone overhears the call.

7) Subjects are giving a unique study ID if they enroll in the study.

8) Any information collected during the call is electronically saved to the LCH secure server which
is password protected.

While using NU Zoom, the following precautions will be used to protect confidentiality:

1) We will always use a password for a zoom meeting

2) We will always use the waiting room, rather than allowing “join before host” (this prevents
unwelcome zoom-crashing)

3) We will always ensure that the interviews are conducted in a private, quiet location that cannot
be overheard (applies to both the interviewer and the participant)

4) We will not leave recordings on the Zoom cloud — always save immediately to the shared drive,
which is more secure, and gets backed up daily, and then delete them from the Zoom cloud

5) We will have a second study team member confirm the recordings have been deleted from the
Zoom cloud.

While using Microsoft Teams (MT) the following will be used to protect confidentiality:

1) Meeting options: With meeting options, you can decide who from outside of your organization
can join your meetings directly, and who should wait in the lobby for someone to let them in. PSTN
callers will be joining via lobby. Meeting organizers can also remove participants during the
meeting.

2) Roles in a meeting: A meeting organizer can define roles in a Teams meeting that designate
“‘presenters” and “attendees,” and control which meeting participants are allowed to present
content in the meeting.

3) Attendee consent for recording: All recordings of meetings are accompanied by a notice to
attendees that a recording is taking place. The notice also links to the privacy notice for online
participants, and the meeting organizer controls which attendees have the ability to record.

4) Meetings recording access: Meeting recording access is limited to those people who are on
the call, or invited to the meeting, unless the meeting organizer authorizes others to access the
recording. Recordings are uploaded to Microsoft Stream and may be shared and downloaded
according to permissions enabled by account administrators.

37 V6_3.24.21



Emergency Medicine Prospective Protocol

Details on how study participant’s privacy (undisturbed or observed) will be protected while using
the platform(s) for remote study visits:

The following details will be used to protected the study participant's privacy while using Avaya
System:

1) The parent will be encouraged to move to a quite area where they can be alone during the
conversation. They have the option of who overhears their call.

2) The Research Coordinator will move to a location/work space where they are alone and no
one else can overhear them or the conversation.

3) The parent has the option of providing information to the Research Coordinator based on their
level of comfort.

4) First names will be used during conversations as opposed to full names to protect their identity
if anyone overhears the call.

While using NU Zoom, the following will be used to protect privacy:

1) We will always use a password for a zoom meeting

2) We will always use the waiting room, rather than allowing “join before host” (this prevents
unwelcome zoom-crashing)

3) We will always ensure that the interviews are conducted in a private, quiet location that cannot
be overheard (applies to both the interviewer and the participant)

4) We will not leave recordings on the Zoom cloud — always save immediately to the shared drive,
which is more secure, and gets backed up daily, and then delete them from the Zoom cloud

5) We will have a second study team member confirm the recordings have been deleted from the
Zoom cloud.

While using Microsoft Teams, the following will be used to protect privacy:

1) MT never uses the data to serve you ads.

2) MT does not track participant attention or multitasking in Teams meetings.

3) The data is deleted after the termination or expiration of your subscription.

4) MT takes strong measures to ensure access to your data is restricted and carefully define
requirements for responding to government requests for data.

5) You can access your own customer data at any time and for any reason.

6) MT offers regular transparency reports on the Transparency Hub, detailing how they have
responded to third-party requests for data.

7) MT have taken steps to ensure that there are no back doors and no direct or unfettered
government access to your data.

9.2 Benefits

Direct Benefits:

Depending on which group a participant is randomly assigned to, the caregiver may or may not
get any direct benefit from taking part in this study. Receipt of the motivational interviewing
session and child passenger safety information is likely to increase the caregiver’s motivation and
competence for the consistent use of the size-appropriate child passenger restraint, which may
result in better child occupant protection in the setting of a motor vehicle collision.

Other direct benefits to the participants may include:
. Access to the study’s website (“Car Seat Compass”) with info on car seat safety.
. A new car seat, if certain conditions are met (e.g., car seat is recalled, expired, or
damaged/missing parts, participant’s only reported reason for not using a child
restraint system is insufficient finances)
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. Feedback from a study team member about safer ways to travel with their child.
They may get this feedback via text message or verbally from a staff member.

. A private counseling session with a Car Seat Coach (in the ER or via phone). They
would discuss how they feel about car seats and how their child usually rides while in
the car.

Indirect Benefits:
The proposed research will potentially benefit others by leading to an effective intervention for the
promotion of size-appropriate child passenger safety behaviors.

Injury remains the leading cause of death among children after the first year of life. Motor
vehicle occupant-related injuries are the top-ranking cause of unintentional injury deaths among
children older than 4 years. Car seats, booster seats, and seat belts are proven effective for
reducing the risk of injury and death in a motor vehicle collision. However, appropriate child
passenger restraint use remains below targets such as those stated in the Health People 2020
Objectives. Finding ways to ensure that every child is using the size-appropriate child
passenger restraint on every trip is one of the most critical injury prevention needs today, yet
few effective evidence-based precision prevention approaches exist to reach the caregivers who
practice suboptimal child passenger safety behaviors. By identifying at-risk families during a
child’s ED visit, the proposed intervention could remarkably enhance the universal injury
prevention efforts already in place in communities and physician offices. As such, the
knowledge gained from this study is of vital importance to public health efforts for childhood
injury prevention.

9.3 Risk Benefit Assessment

There is no more than minimal risk that caregivers may experience stress associated with seeking
ED care for their child and may find the intervention inconvenient. Participants may become
anxious, upset, or uncomfortable as a result of being asked personal questions. There is a
theoretical risk that participants may feel pressure to provide the “correct” answer. Participants
will be reassured that there are no right or wrong answers to the study questionnaires, that their
answers are confidential, and that the data will be made anonymous by removing all potential
identifiers. The risk of a potential data breach is offset by the potential for new knowledge about
promoting child passenger safety best practices. Children may become anxious with the
measurement of their weight and height by a research staff member who is unfamiliar to them.
Children will not be separated from their caregivers at any time in the course of the study for study
related purposes. Children may need to be separated from their caregivers as part of their clinical
care in the ER.

9.4 Informed Consent Process / HIPAA Authorization

All caregivers will provide verbal consent for the completion of the screening survey. Verbal
consent will be obtained using an informational sheet template for waiver of obtaining a signed
consent form from Lurie Children’s IRB. This sheet provides sufficient information for subjects to
make an informed decision about their participation in this study. Caregivers who screen eligible
for study enrollment after completing the screening survey will then complete a separate informed
consent discussion with trained study staff and this process will include written documentation of
consent to the 1) participation in the randomized control trial of the intervention with
baseline/follow-up assessments and 2) collection of data using digital photographs.

Prior to beginning any data collection with a participant, a trained research assistant will present

and explain a comprehensive informed consent document, reviewing the study risks and
participants’ rights. After all questions are answered to the satisfaction of the participant, and after
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he/she signs the consent document, then data collection will begin. Participants will be given a
copy of the consent form(s).

All consent related documents (informational sheet and consent form) will be submitted with the
protocol for review and approval by the IRB for the study. Subjects will be consented by the study
project manager or research assistants in the ED waiting room or the ED treatment rooms. For
remote recruitment of the study, consenting will occur over the phone. Potential subjects will
review the consent form in detail with the person designated to consent (either Pl or CRC) and
have the ability to take the consent home for further review.

9.4.1 Alterations to Typical Consent Process

9.4.1.1 Waiver of Consent (In some cases for screening/portions of that study that qualify
as minimal risk, a waiver of documentation of consent may be permissible IRB
SOP)

Waiver or alteration of required elements of consent: According to HHS CFR 45.46.116(d): An
IRB may approve a consent procedure which does not include, or which alters, some or all of the
elements of informed consent, or waive the requirements to obtain informed consent. In order to
qualify for a waiver or alteration to the informed consent process, please justify each of the
following:

o the research involves no more than minimal risk to the subjects;

o the waiver or alteration will not adversely affect the rights and welfare of the
subjects;

o the research could not practicably be carried out without the waiver or alteration;
and

o whenever appropriate, the subjects will be provided with additional pertinent
information after participation.

Full waiver of HIPAA authorization:

We request a full waiver of HIPAA authorization for the purposes of identifying potentially
eligible families for remote recruitment into the study. A full waiver is required to identify visits to
the ED in the 6-months prior to the current date.

Partial waiver of HIPAA authorization:

A partial waiver of HIPAA authorization for this study would allow the research study team to
access and view the medical chart of children coming into the ED prior to approaching them for
the study.

A partial waiver of HIPAA authorization is fundamental to the study's protocol because the
research study team is able to streamline who is approached for the research study and best
optimize staff time/resources. It also serves the function of protecting certain families from being
approached for the study if they meet any of the study's exclusion criteria (e.g., coming into the
ED for a critical injury or illness, etc.), if they have already been enrolled in the study or taken
the screening survey in the past 6 months, or have declined to participate in the study.

Waiver of the requirement of obtaining a signed consent form:

We are requesting a waiver of the requirement of obtaining a signed consent form for part 1 of
this study only. Part 1 of the study includes a brief (~5-10 minute) screening survey that collects
one piece of identifying information (5-digit zip code) and presents no more than minimal risk of
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harm to participants. This screening survey serves the purpose of determining eligibility for part
2 of this study.

Waiver of informed consent:

We request waiver of informed consent for the retrospective review of visits to the Lurie
Children's ED for the purposes of identifying potentially eligible families to screen for eligibility
and recruit for participation in the study. The families identified for remote recruitment will be
contacted via email, text message and/or phone for initial screening. The remote screening
process (Part 1) will include the information sheet distributed via Qualtrics survey or reviewed
verbally by the RC over the phone. Any caregiver potentially eligible for Part 2 of the study will
complete a phone conversation with a Research Coordinator (RC). Informed consent for
participation in part 2 of the study will be conducted verbally over the phone with electronic
copies of the consent form delivered to potential participants via email and via a link to a
Qualtrics survey. The Qualtrics survey will allow for the collection of electronic signatures from
study participants.

Waiver of informed consent will be requested for review of the ED Electronic Medical Record
(EMR)/ER Patient Tracking board to determine which families to approach for screening. Adult
caregivers of children 6 months to 10 years of age, who bring their child to the LCH ED for any
non-critical illness or injury, will be approached for eligibility screening. Again, the child age range
was selected based on the American Academy of Pediatrics Guidelines for Child Passenger
Safety.

10 Study Finances

10.1 Funding Source

This study is financed through a grant from the National Institute of Health (NIH), National Institute
of Child Health and Human Development (NICHD).

10.2 Conflict of Interest

All study investigators will follow Lurie Children’s Hospital of Chicago’s Policy on Conflicts of
Interest Related to Research.

10.3 Subject Stipends or Payments

Study-related costs:
The study team is paying for the following:

. Cost of text messages (both SMS and MMS) sent to a participant’s phone
from the study team while taking part in the study (12 months).
. Cost of new car seats, if provided to families.

The participant will be responsible for the following:

. Depending on their data plan, cost of text messages (both SMS and MMS)
sent from their phone to the study team while taking part in the study (12
months).

. The cost of traveling to and from the 6 and 12-month follow-up visits (e.g.,

gas, public transportation).
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The participant and/or their insurance company are responsible for the costs of normal care at
LCH. Lurie Children’s may be able to provide some financial help to patients. Ask their health
team for more information about this program.

Study payments:

The participant will be paid up to $155 in total for taking part in all components of this study. They
will only be paid for completed study visits. See the table below for information on the amounts
they can earn for each of the tasks that they can finish while in the study.

. When How
S_tudy_ Task Time to Amount Rate of Type of payment is payment is
Timeline do task payment | payment - -
given given
Emergency room visit: $25
: Within 5
Baseline business $20 1time | gift card After , via email
. survey completion
Baseline days
visit . Within 5
Tiny Cargo , . : After . :
checkadn business $5 1time | gift card complation via email
days
Monthly Photo Requests: $50
After photo
Monthly - set has been
photo \r/]\QH:ISn 4 $:ﬂ|fr?t%h L{[Fn: eOSS giftcard | reviewed for via email
request quality and
Photo completeness
request After 4" photo
(8 over 12 setina
months) 4 months of “streak” has
photo 4 months $5/every Up to2 giftcard | been via email
in a row 4 months times ;
requests reviewed for
quality and
completeness
6 month follow-up visit: $35
Confirm 6 Prior to 6 . : After 6 month . .
month visit | month visit $5 1time gift card follow-up visit via email
6 month $30
follow-up | Survey & ($15
. . Within 1 survey/ . : After 6 month . .
visit Tiny Cargo 1time | gift card .., | via email
. month $10-15 follow-up visit
check-in
TC
check-in)
12 month follow-up visit: $45
, . After 12
30021;.::1\1”;% 2%?1r’(r:ov:szit $5 1time | giftcard | month follow- | via email
12 month up visit
fqllpw up Survey & I $40 After 12
visit Ti Within 1 ($25 . , : :
iny Cargo 1time | giftcard | month follow- | via email
. month survey/ .
check-in $10-15 up visit
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. When How
Study Time to Rate of | Type of . .
Timeline Task do task Amount payment | payment p_ayment is p_ayment is
given given
TC
check-in)

11 Publication Plan

Dr. Macy will ensure the intervention trial is registered at ClinicalTrials.gov, that the information
entered into ClincialTrials.gov is accurate, and that results from the trial will be submitted to
ClincialTrials.gov at the completion of the study. The study will be registered at ClinicalTrials.gov
prior to the recruitment of subjects, anticipated in October/November 2019. The results of the trial,
including participant flow, demographic and baseline characteristics, primary and secondary
outcomes, statistical tests, and adverse event information, will be uploaded within 1 year of the
collection of 12-month outcomes from the final participant. Informed consent documents will
reflect the plan to post the study information and results at ClinicalTrials.gov. Dr. Macy will adhere
to Lurie Children’s Hospital policies for clinical trials registration and results reporting.
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