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Section A: Purpose and overview
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o Briefly describe the general nature and purpose of the proposed research. Use plain language, avoiding
technical jargon whenever possible. Write in a way understandable to readers who do not have a
background in your area of study.

e Also, indicate whether this is student research for a course, a thesis, a dissertation, or independent
research.

Psychoneuroimmunology (PNI) is a relatively recent field of study which integrates the disciplines of psychology,
neuroscience, and immunology to probe the interactions between behavior, the nervous system, and the immune
system. Opposing a reductionist design that limits the observation of effects to a single paradigm, the PNI approach
respects the multi-system evolutionary development of the organism . Thus, insight relative to the mechanisms of
action and effects of an intervention are expanded. Importantly, aberrations in all three PNI domains (i.e.,
psychological, neurological, immunological) are known to be associated with numerous health-related conditions 2.

The first key aspect of the PNI framework involves psychology. The psychological domain can be conceptualized as a
combination of several interrelated components including mental health, emotional health, and beliefs & expectations
3. Importantly, a recently published clinical trial on military service members suggests that chiropractic may have a
positive impact on various aspects of psychological functioning including depression and anxiety *. To date, however,
robust evidence for chiropractic’s effects on psychology-related outcomes is lacking in other populations.

The second integral aspect of the PNI paradigm is the neurological domain. Within this domain lies the autonomic
nervous system (ANS). The ANS governs internal physiological processes such as heart rate and has two primary
branches that have direct neural connections to the central nervous system (CNS): the parasympathetic nervous
system (PSNS) and the sympathetic nervous system (SNS) >. Generally, the PSNS is associated with “rest & digest”
functions while the SNS is associated with a state of stress-induced “fight-or-flight” responses ©. Notably, increasing
evidence suggests that chiropractic adjustments may modulate the activity of the ANS 78, Relatedly, there is some
evidence that chiropractic may influence lower extremity muscle/motor function ° which has implications for gait and
fall risk. Further, limited data suggests spinal adjustments may modulate the activity of the brain’s prefrontal cortex'®
hinting at the potential for effects on other clinically relevant, neurologically mediated processes such as executive
functioning. All that said, chiropractic’s neurological impact has yet to be investigated in most clinical populations.

The third PNI domain is immunological functioning. The immune system’s primary role is in defense of the organism
against a broad array of microbes and other potential pathogens 1. There are a handful of studies in relatively healthy
populations that have evaluated chiropractic’s impact on immune-related biomarkers *? including a recently published
observational study performed on 5 volunteers that suggest that chiropractic may modulate the levels of secretory
immunoglobulin A (slgA), an antibody released by the mucosa providing nonspecific, first-line defense against
pathogens 3. To our knowledge, the immunomodulatory potential of chiropractic adjustments has yet to be rigorously
evaluated in clinical populations.

Since 1980, the global prevalence of obesity, commonly defined as a body mass index (BMI) of 30 or higher, has
doubled *. Importantly, obesity is associated with numerous PNI-related sequelae, including increased levels of
psychological distress '°, cognitive deficits ¢, ANS dysfunction 7, and immune marker abnormalities . To our
knowledge, rigorous investigation of chiropractic’s impact on PNI-related outcomes in people with obesity is lacking.
Based on evidence to date, it is plausible that clinically important PNI-related dysfunctions (e.g., heightened stress
levels, executive function impairments, dysautonomia, immune dysregulation) common in this population could be
ameliorated via chiropractic care.

Note: our study targeted an obese population because they have a much greater burden of PNI-related abnormalities,
1921 and our secondary aims are to assess the impact of chiropractic on PNI outcomes. Further, this is the first time
our lab will be enrolling this population & asking them to undergo our comprehensive PNI testing protocol, therefore
we want to ensure that key implementation outcomes (e.g., recruitment, compliance, tolerability, retention) are
feasible before initiating a larger and more complex pilot RCT which will have a greater focus on effectiveness
outcomes.



Phil Tomporowski, PhD is the Director of the Cognition and Skill Acquisition Laboratory in the Department of
Kinesiology at the University of Georgia (UGA).

Ahmed Qazi is a research scientist at Life University’s Center for Chiropractic Research (CCR) and a PhD candidate in
the Department of Kinesiology at the University of Georgia (UGA).

Section B: Recruitment

o Describe how patrticipants will be recruited, state how many participants will be involved in the research
(realistic estimate is acceptable), and how much time will be required of them.

e Ifminors are to be included, indicate the age range.

e Describe screening procedures. List specific eligibility requirements for participants — inclusion and
exclusion criteria. If your study uses only male or female subjects, explain why.

e Disclose any relationship between researcher and subjects - such as teacher/student, doctor/patient,
superintendent/principal/teacher, employer/employee.

@ave established a recruitment window of up to 6 months to enroll up to twenty (20) obese individuals. Participants
e recruited via word of mouth, flyers, social media posts, trial registries, newspapers, and a microsite (Attachment
A). Following review by the marketing department, each form of media will be forwarded to the IRB chair for review.

If someone is interested in participating in this study, recruitment materials will contain a link/QR code to a HIPPA
protected Jotform online screening survey that will assess their eligibility (Attachment B). They are also invited to email
research.studies@life.edu or call the study line at 770-426-2639 and a researcher will either email those individuals a
HIPAA approved Jotform link to the online screening survey or perform the survey by phone. Individuals who meet the
criteria for participation will be scheduled for their first CCR lab assessment & chiropractic visit and receive welcome
emails (Attachment C) with attachments/links to the following information:

Pre-session info video Attachment E

The total estimated time required for participation in the study will be ~10.5 hours. The following table outlines each study
task, the location of the task, and estimated time required.
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Baseline

In-lab screen assessments . .
Chiropractic 6 week

(4 weeks) assessments

2 week
assessments

Chiropractic
(2 weeks)

Online Informed : _
Anthropometrics Saliva
screen consent (IC) Tech notes Postural challenge
a PWS/Gait
5 min 10 min 5 min Dual task
e

~120 min

~120 min

~90 min ~180 min ~120 min

The following eligibility criteria have been established for this study:
e 18-65 years of age.
¢ Body mass index (BMI) = 30.
e Waist circumference 2 35 inches for women or = 40 inches for men.
e Has not had chiropractic care within the past 30 days.
¢ Not prescribed short-acting benzodiazepines which include midazolam & triazolam.

¢ If taking prescription medications other than short-acting benzos, must be on a stable dose for a minimum of 42
6 weeks with no plans to change medications or doses during the study.

¢ Able to walk unassisted on a treadmill.
¢ No known disorder resulting in syncope/fainting during postural changes (e.g., POTS, orthostatic hypotension).

¢ No pacemakers or known heart conditions that influence the electrical or mechanical function of the heart (e.g.,
severe heart valve disease).

¢ Not diagnosed with any externalizing (e.g., substance use, antisocial disorder) or thought (e.g., schizophrenia,
paranoid personality, bipolar) disorders that are uncontrolled or untreated.

¢ Not diagnosed with rheumatoid arthritis, osteoporosis, or cervical spine instability.
¢ No hearing impairments (cognitive task uses auditory stimuli).

e Not currently pregnant.

¢ No current litigation related to a physical, health-related injury.

e No whiplash injury in the past 3 months.

¢ No oral injuries, inflammation, or disease that cause their mouth or gums to bleed easily.

Attachments:
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Attachment A

Recruitment materials

Attachment B

Online screening survey

Attachment C

Emails

Attachment D

IRIS

Attachment E

Pre-session info video

Attachment F

Reminder text message

Attachment G

Infographic

Attachment H

Informed consent

Attachment K

Tech notes

Attachment L

PROs

Attachment M

Patient Acceptability survey

Attachment N

Clinician Acceptability survey

Attachment O

CART worksheet

Section C: Methods

o Describe all procedures to be used on human participants and describe what you’ll be asking
participants to do.

e State where the study will take place.

o Note that if your project will involve the Life University chiropractic clinic system in any way,
approval must be obtained from the clinic administration (see the IRB’s Blackboard site >> The
IRB Process >> Research involving the Life U clinics).

o Consider that the IRB ascertains whether your project meets federal standards for ethical
conduct of research. Use Life University resources, such as reservations of classroom or other
space, may need separate approval by a department or Dean.

Prior to baseline assessments, individuals will have been emailed a trial info video (Attachment E) that explains what to
expect (e.g., where the sensors will be placed on their torso) and how to prepare (e.g., wear a loose fitting or button-up
shirt, shave chest, no wire bras). The info video also outlines lifestyle restrictions including abstaining from heavy
exercise, alcohol, & non-prescription drug use within 24 hours of the appointment and abstaining from ingesting caffeine,
nicotine, food, brushing, alcohol-based mouthwash, and ingestion of large quantities of liquid (e.g., chugging a 16 oz
bottle of water) within the 3 hours of the appointment. Reminder texts (Attachment F) will be sent to each participant ~24
hrs and ~3 hrs prior to their appointment time which will include a link to an infographic (Attachment G) reminding them of

how to prepare for their appointment.

Informed consent & in-lab screening




This study will take place at the CCR’s Marietta lab (1429 Lucille Ave, Bldg 900, Ste 910, Marietta, GA 30067). Upon
presentation to the lab, a member of the research staff will provide participants with a detailed description of the trial,
advise them of their rights, & ask them to sign the informed consent (Attachment H). They will have their anthropometric
measurements (i.e., height, weight, waist circumference) recorded to assess if they meet the obesity-related eligibility
criteria (i.e., BMI =2 30, waist circumference 2 35 inches for women or = 40 inches for men). Participants not meeting
eligibility requirements will be thanked for their time and provided with a $10 gas card.

Eligible participants will be provided with a quiet room and a tablet to allow time for completion of the IRIS (Attachment D)
and asked a series of questions prior to baseline testing (Attachment K). If answers to any of the queries indicate that
the individual may not be in a proper state to perform the assessments (e.g., consumed caffeine or nicotine within 3
hours of testing, took over-the-counter meds within 24 hours of testing; then the individual may be rescheduled. These
queries will be repeated at all reassessment time-points (i.e., 2 weeks and 6 weeks).

ASSESSMENTS

Height, weight, blood pressure

Participants will have their height, weight, and blood pressure assessed at each lab visit.
Saliva collection

Participants will be asked to rinse their mouth with water to ensure any food debris is cleared. Saliva will be collected via
passive drool according to Salimetric’s lab instructions: 1) researcher opens pouch and removes the Saliva Collection Aid
(SCA), 2) researcher places ribbed-end of the SCA securely into a pre-labeled (i.e., alphanumeric designation indicating
the participant & sample number) collection vial, 3) researcher gives the vial to the participants, asks the participant to
allow saliva to pool in mouth, tilt their head forward, and gently guide saliva through the SCA into the vial ensuring they
do not blow or spit into the vial, 4) researcher caps and immediately stores the specimen in a deep freezer at a

temperature of <-4°F.

At the trial’'s completion, all samples will be shipped in dry ice to Salimetric’s lab to assess @ipants’ slgA levels.
Saliva collections will occur at baseline, 2 weeks, and 6 weeks.

HOW TO COLLECT SALIVA: PASSIVE DROOL

(v

Open Saliva
Collection Aid (SCA) into Cryovial

As eating was restricted for 3 hours prior to the exam, participants will be offered a small snack prior to set up.
Participants will be asked to remove and turn off any electronic devices (e.g., cell phones, smart watches) and use the
toilet immediately prior to set-up and testing to ensure an empty bladder.

Electrocardiography (ECG) & Impedance Cardiography (ICG)

If needed, participants will then be given a disposable razor & shaving gel and asked to go to the restroom to shave.
Assistance will be provided if they are unable to reach any areas.

An illustration of the ECG & ICG electrode positions is shown below. For ECG and ICG, the skin of each area will be
prepared by rubbing an alcohol wipe a circular motion until the skin is slightly abraded and red. A ground electrode will
then be attached below the 12th rib on the participant’s right side. ECG electrodes will be attached to the right clavicle
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and on the 12th rib on the participant’s left side. For ICG, 2 electrodes will be attached on the participant’s sternum while
2 additional electrodes will be attached on the participant’s spine. The distance between the 2 front electrodes will be
measured and recorded. To track cardiac impedance, a safe and unrecognizable low-voltage, high-amplitude current is
passed from the electrodes on the spine to the electrodes on sternum. Each electrode patch contains a small amount of
conductive gel pre-applied on the skin-facing side and a lead wire secured to the metal electrode connector on the outer
side. A small strip of medical tape will be used to secure each wire to the skin to create slack in the wire at the electrode
end and reduce movement of the electrode during data acquisition. Once properly secured, the 7 electrode leads will be
plugged into the Mindware mobile device (see below). These electrodes will be attached at baseline, 2 weeks, and 6
weeks.

Respiration Belt

An illustration of the respiration belt placement is shown below. Participants will be asked to raise their arms and the
respiration belt will be wrapped around their torso around the level of the diaphragm. The belt will be tightened to the
point where there is just enough room for two fingers to fit between the participant and the belt. Once the belt is properly
secured, the positive and negative ends of the connector cable will be plugged into the Mindware mobile device (see
below). The respiration belt will be attached at baseline, 2 weeks, and 6 weeks.

B

The Mindware mobile device (shown below) will then be secured to the participant’s waistband. For respiration, ECG,
and ICG signal monitoring, the Mindware mobile device will be connected to software on a laptop computer via a secure,
router-enabled Wi-Fi connection. There is no risk of shock from the electrodes or the Mindware mobile.
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Postural Challenge

Participants will be asked to lie supine on a chiropractic table for a period of 8 min. After an 8 min supine period,
participants will be asked to quickly assume a standing position for 3 min. After the 3 min standing period, participants
will be asked to quickly re-assume a supine position for a final 3 min. The postural challenge will be performed at
baseline, 2 weeks, and 6 weeks.

i
ca—4 iﬂ S

Preferred walking speed (PWS)

The participant will be fitted with a pair of slip resistant socks. They will then be asked to step onto a non-moving
treadmill. Participants will be blinded to the digital speed display while on the treadmill. The participants start by walking
on the treadmill at a speed of 0.5 mph and the investigator will increase the speed by 0.1 mph increments every 2-4
seconds until the subject reports that they are walking at their preferred walking speed (PWS). Then, in 0.1 mph
increments, 1 mph is added to the current speed followed by a decrease at a rate of 0.1 mph every 2-4 sec until they
reestablish their PWS. This procedure is repeated three times and speeds are then averaged to determine their PWS.
The PWS assessment is performed at baseline only.

Gait assessment

The participant will be asked to walk on the treadmill for up to 5 minutes at their pre-determined PWS. The treadmill will
be used to measure forces during walking and several traditional gait parameters (e.g., stride length, step width). The
gait assessment will be performed at baseline, 2 weeks, and 6 weeks.

Coagnitive testing

The cognitive task is an auditory switch task consisting of 40 computer-generated numbers and letters using a
commercial software program and headphones. Initially, the task will be explained to the participant with printed sheets of
paper, and the instructions will be available throughout the experiment to provide clarity. Next, the participant will sit at a
desk, put on headphones, and perform 3 practice blocks of the switch task. During this task, participants will be asked to
differentiate between stimuli (numbers or letters) presented to them. Once a stimulus is presented to the participant, they
will respond by clicking the left or right mouse button with their right hand. After performing the three practice blocks, the
participant will transition to the treadmill where they will perform 3 more practice blocks of the switch task while walking
on the treadmill at their PWS. A mouse will be affixed to the right hand using elastic wrapping. This affixation will allow
the participant to walk normally on the treadmill, while also holding the mouse comfortably to provide responses during
the task. After the 3 practice blocks, the participant will have a 90 second break. During this break, the participant will
have an opportunity to sit before continuing to the final block of tests. The participant then performs the final 4-blocks of
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the switching task on the treadmill at their PWS. Response times and response accuracy will be recorded for each trial.
The cognitive task will be performed at baseline, 2 weeks, and 6 weeks.

Upon completion of the cognitive testing, participants will exit the treadmill and all equipment (headphones, electrodes,
socks, etc.) will be removed.

Patient Reported Outcomes (PROs)

PROs (English versions) will be re-created in digital form via Jotform which will allow participants to complete them using
a tablet. The PROs include the COMPASS-31, PROMIS-29, PROMIS-Cog 8, and Perceived Stress Scale (Attachment
L). To prevent missing data, a visual alert will be generated if any queries on a given form have missing responses. If
subjects are uncomfortable answering a query, they will be asked to inform a researcher and data collection for that PRO
will be halted. PROs will be captured at baseline, 2 weeks, and 6 weeks.

Acceptability Surveys

A survey assessing the acceptability of the testing and intervention will be given to participants (Attachment M). The
clinicians will also be surveyed about the acceptability of various aspects of the trial (Attachment N). These will be
captured at 6 weeks only.

Chiropractic Care

Once baseline assessments are complete, the participant will be assigned a field clinician and provided the contact
information for the office. The field clinician will be selected based on availability and proximity to the participant’s home,
which may be Dr. Margaret Sliwka at CCR’s Marietta lab. This is to minimize travel time for the participant. The
participant will be responsible for coordinating appointment times with their field chiropractor. The field chiropractors are
doctors in the field who have agreed to volunteer their time to care for study participants. Field clinicians must meet the
following criteria, and prior to providing care to any participant, the clinicians’ CITI training certificate and Georgia
chiropractic licenses will be forward to the IRB chair for archive and review.

e Licensed and practicing chiropractic for a minimum of 1 year.
¢ Practice in the Atlanta metro area.
e CITl training

e Evidence of research qualified malpractice insurance either through their carrier or through Life U’s malpractice
provider.

e Copy of Georgia chiropractic license
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Field clinicians will be provided with the opportunity to determine whether they would like to accept the participant or not.
Once the participant has been assigned to the clinician, a copy of the research participant intake sheet will be forwarded
to the clinician. The clinician will perform their normal and customary physical exam procedures including X-rays (if
necessary). If the clinician does not have X-rays in house, the participants may be referred to the Life University C-HOP
for X-rays. The CCR will compensate C-HOP for the X-rays or the clinician for any disposable costs related to the X-rays.
If upon completion of the physical exam or X-rays the clinician encounters a contraindication for chiropractic care or red
flags, the participant will be excluded from study participation and be referred, as needed, to an appropriate medical
provider based on any red flags. Per guidance by the U.S. Department of Health and Human Services (HHS),22 data
collected up to the point of termination may be used in the final analyses. In the event a field clinician is not comfortable
providing care to the participant, but no red flags or contraindications are present, a new clinician will be found.

Once the participant has completed their physical exam and X-rays (as needed) with the field clinician, 6 calendar weeks
of chiropractic care can begin (note: care may be extended up to a maximum of 1-week if the clinician/patient is
temporarily unable to provide/receive care due to extenuating circumstances such as an illness or family emergency).
The frequency of care will be determined by the field clinician. At each visit, participants will have their spine assessed
for the presence of vertebral subluxations per the clinician’s normal and customary procedures. The presence of
vertebral subluxations is generally indicated by the loss of normal intersegmental end feel, palpable restricted
intersegmental range of motion in lateral flexion and/or tenderness to palpation of the joint although the criteria may vary
by clinician. The adjustment technique(s) utilized by the field clinician will be at their discretion. The clinician will also be
asked to complete a short worksheet about the visit at the end of each session (Attachment O). All documentation
performed by the clinician will be forwarded to the researchers.

If at any point the attending chiropractor has any concerns about the ability of the participant to tolerate care, the
chiropractor will have the authority to remove the participant from the study. Additionally, if at any point during the
intervention, the participant expresses concern regarding their clinician, these will be discussed amongst the research
team & a consensus decision will be reached leading to one of 3 directions: 1) Dr. Sullivan will speak with the clinician
and participant to see if an understanding can be reached, and the participant will continue with the initially assigned
clinician, 2) the participant will be transferred to another local clinician, or 3) the participant will be released from the
study.

Note: Clinicians will be provided with a unique, private channel in a password protected Microsoft Teams. Through this
channel, CCR investigators will share protected information and communicate directly with the clinician.

Section D: Risks

. State the potential risks - for example, physical, psychological, financial, social, legal or other -
connected with the proposed procedures.

e Briefly describe how risks to subjects are reasonable in relation to anticipated benefits. Describe
procedures for protecting against, or minimizing, potential risks. Assess their likely effectiveness.

. If you are using an electrical device that is attached directly to subjects explain how the subjects will be
protected from shock.

Lifestyle restrictions
Participants may find certain lifestyle restrictions uncomfortable (e.g., not eating for 3 hours). If they are unwilling to
abide by these restrictions, they may discontinue the study.

Body measurements
Participants may find it uncomfortable to have their height, weight, and/or waist circumference measured. If so, they may
discontinue the study.

Electrodes

The participant may have an allergic reaction to the alcohol swab or electrode adhesive. If irritation occurs, the electrode
will be removed, and the participant’s skin will be washed with clean water. If this occurs, the participant will be excluded
from the study. The electrodes pose no risk of electric shock.

Postural challenge

13



There is a small risk of the participant becoming lightheaded when going from a supine to a standing position. A
researcher will always be standing next to the participants to ensure their safety. If a participant feels lightheaded or
distressed, they will be asked to stop the test and sit down and they will be excluded from the study. The eligibility
criteria help to mitigate this risk.

Treadmill

It is possible that a participant could be injured by falling from the treadmill. Considering that most people regularly
negotiate stairs, curbs, and objects on the ground, it is unlikely that such an injury is any more likely than what is possible
during the normal course of the participant’s day. A researcher will always stand next to the treadmill. If an individual
feels unsteady, the treadmill will be shut off by the participant or the researcher. The treadmill safety clip that
automatically shuts off the treadmill if an individual falls will also be attached to the participant’s shirt or pants. The
researcher administering the test will be trained in CPR. In case of emergency, emergency personnel will be summoned
with a 911 call.

Chiropractic adjustments

The risks of chiropractic adjustments are low. Participants may feel sore or tender following their adjustment which
should dissipate in a day or two. A participant may experience lightheadedness or dizziness with an upper cervical
adjustment; however, this is rare. If lightheadedness or dizziness is uncomfortable, the participant can choose to
discontinue participation. There have been reported cases of fracture, strokes, and nerve and disc injury from
chiropractic care; however, serious side effects are extremely rare. The eligibility criteria & chiropractic exam serve to
mitigate the risks of serious side effects from the chiropractic adjustments.

X-rays

If X-rays are needed, there is some radiation exposure. The total amount of x-ray radiation is less than that of a
transcontinental air flight. If the clinician feels X-rays are necessary but the participant is unwilling to get them, they will
be excluded from the study.

Data & safety monitoring plan (DSMP)

The PI will be responsible for ensuring participants’ safety and for reporting anticipated adverse events (AAEs),
unanticipated adverse events (UAEs), unanticipated problems (UPs), and serious adverse events (SAEs) to the IRB. All
documentation and reporting will align with the AEs/UPs SOP for the CCR dated 6/10/24. Once the Pl is made aware of
any SAEs or UAEs/UPs by study personnel, he/she will prepare and send a report to the IRB within 5 business days.
AAEs will be reported in the annual continuing review application. In response to AEs or UPs, the Pl may choose to
incorporate addendums to the study protocol to mitigate risks. If the monitoring team determines that there is imminent
danger to study participants, the monitoring team may suspend or terminate the study. The PI's decision to suspend or
terminate will only be done following consultation with co-investigators, the CCR director, and the senior manager for
grant and clinical trials. The IRB and trial participants will be immediately notified of the suspension/termination, and all
data collected up to the point of suspension/termination may be used in the final analyses.

Per the CCR’s standard operating procedures (SOPs) developed to ensure good clinical practices and identify emerging
trends, the PI will perform interim data checks for safety and integrity one time per month. For safety, the monitoring
team will review the AEs and UPs, assess participants’ progress (e.g., participant adherence to the protocol and overall
retention), and perform interim data analysis of outcome measures associated with participant safety. Clinician notes
and research staff concerns will also be discussed. To ensure data integrity, the monitoring team will review the quality of
the data collected as well as ensure the procedures for storing and sharing data are being followed.

Section E: Confidentiality

o  Describe methods for preserving confidentiality.
. How will data be recorded and stored, with any identifiers attached?
e How will reports be written, in aggregate terms, or will individual responses be described?

. If applicable, what will happen to paper records, audio recordings, and video recordings at the end of
the study?

Data for the study will be reported in aggregate, and participant numbers will be used to protect the
participant's identity. All testing forms and software will only utilize participant numbers. Computer files
recorded during this study will only utilize participant numbers, exempting the HIPAA compliant JotForm
screen and IRIS. Hard copy files of the informed consent include the participant’'s name and participant
number; however, these files will remain locked in a secure file room within the CCR. The only individuals with
access shall be the investigators. Oversight officials like the IRB may also be given access to the files upon
request.
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Field clinicians providing care will store participant information in their office following their standard clinic
protocols. Information provided to the CCR research team from the field clinics will have Safe Harbor identifiers
removed (e.g., name, month and day of birth, address) and be identified through the assigned participant
number.

This study involves the collection of biospecimens (saliva). The collected saliva samples will be de-identified
and sent in bulk to an outside lab (i.e., Salimetrics) to assess immune system-related markers (i.e., secretory
IgA). Salimetrics will destroy (i.e., incinerate) all samples 30 days after completing their assessments.

Section F: Benefits & compensation

o What direct benefits, if any, are to be gained by the participants? Examples of direct benefits include
potential improvements in physical, psychological or emotional health, learning or knowledge benefits, or
diagnostic information. If there are no direct benefits to participants, clearly state this.

o Wil the participant receive any form of compensation? If they will receive money, gift cards,
merchandise, services, complimentary health care visits or bloodwork analysis, or other compensation
with financial value — describe all payment arrangements (amount of payment or value of other
receivable, and the proposed method of disbursement), including reimbursement of expenses. Explain if
there will be any partial payment if the subject withdraws prior to completion of the study.

e For Life University student participants: If class credit will be given, state the amount. State alternative
ways to earn the same amount of credit if those exist.

Although previous results observed in the chiropractic literature suggest an improvement in general health following
chiropractic care, there is no guarantee of improvement or benefit to the patient following care. In addition to the
satisfaction associated with contributing to the scientific body of knowledge and receiving complimentary chiropractic
care, participants will be given a $50 gift card at their baseline and 2-week assessments and a $75 gift card at their 6-
week assessment. They will also be reimbursed for travel expenses with a $10 gas gift card at each assessment.

Section G:
e What information may accrue to science or society in general as a result of this work?

The primary aims of the proposed proof-of-concept trial are centered around examining the feasibility of conducting a
prospective, chiropractic intervention study on an obese population living in and around Atlanta, Georgia. This includes
evaluating various implementation outcomes including recruitment, adherence, tolerability, retention, acceptability, and
data fidelity. The results of this trial will inform the design of a future pilot randomized controlled trial (RCT) that has an
increased focus on the efficacy/effectiveness of chiropractic care in obese populations.
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