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Pennington Biomedical ClinicalTrials.gov Protocol Registration

Pb Uuisana Siats Unversiy and Results System (PRS) Guide

https://register.clinicaltrials.gov

PBRC Login Information

Organization PenningtonBRC

Login ID & Password Request account from PRS Administrator: Angela Ardoin

ClinicalTrials.gov Identifier (NCT Number) | Assigned by system

Protocol Section

Study Identification

Organization's Unique Protocol ID Use format: PBRC and IRB Number (ex. PBRC 2022-000)

* Organization's Unique Protocol ID:  |PBRC 2022-000

Brief Title 300 Characters or less
Acronym Cannot include spaces
Study Type Interventional, Observational, or Expanded Access

* Brief Title:

&
Special Characters
[] Acronym: |
(if any) If specified, will be included at end of Brief Title in parentheses.
" Study Type: ) |nterventional {or clinical trial) — participants assigned to intervention(s) based on a protocol

) Observational participants not assignad to intervention(s) based on a protocol; typically in context of routine care

' Expanded Access availability of an experimental drug or device outside of a clinical trial protocol

Official Title The full title is required by ICMJE.

* & Official Title:
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Study Status

Record Verification Date

Date the record is created or updated

Overall Recruitment

The recruitment status for the clinical study, based upon the
status of the individual sites. If at least one facility in a multi-
site clinical study has an Individual Site Status of "Recruiting,"
then the Overall Recruitment Status for the study must be
“Recruiting." Select one.

Why Study Stopped *

A brief explanation of the reason(s) why such clinical
study was stopped (for a clinical study that is
"Suspended,” "Terminated," or "Withdrawn" prior to its
planned completion as anticipated by the protocol).

¢ Not yet recruiting: Participants are not yet being recruited

¢ Recruiting: Participants are currently being recruited,
whether any participants have yet been enrolled

¢ Enrolling by invitation: Participants are being (or will be)
selected from a predetermined population

e Active, not recruiting: Study is continuing, meaning
participants are receiving an intervention or being examined,
but new participants are not currently being recruited or
enrolled

e Completed: The study has concluded normally; participants
are no longer receiving an intervention or being examined
(that is, last participant’s last visit has occurred)

e Suspended *: Study halted prematurely but potentially will
resume

e Terminated *: Study halted prematurely and will not resume;
participants are no longer being examined or receiving
intervention

o Withdrawn *: Study halted prematurely, prior to enrollment
of first participant

Status Study Start Date

The estimated date on which the clinical study will be open
for recruitment of participants, or the actual date on which
the first participant was enrolled.

Note: "Enrolled" means a participant's, (or their legally authorized
representative’s), agreement to participate in a clinical study
following completion of the informed consent process. Potential
participants who are screened for the purpose of determining
eligibility for the study, but do not participate in the study, are not
considered enrolled, unless otherwise specified by the protocol.

Primary Completion Date

Once the clinical study has reached the primary
completion date, the responsible party must update
the Primary Completion Date to reflect the actual
primary completion date.

The date that the final participant was examined or received
an intervention for the purposes of final collection of data for
the primary outcome, whether the clinical study concluded
according to the pre-specified protocol or was terminated. In
the case of clinical studies with more than one primary
outcome measure with different completion dates, this term
refers to the date on which data collection is completed for all
primary outcomes.

Study Completion Date

Once the clinical study has reached the study
completion date, the responsible party must update the
Study Completion Date to reflect the actual study
completion date.

The date the final participant was examined or received an
intervention for purposes of final collection of data for the
primary and secondary outcome measures and adverse
events (for example, last participant’s last visit), whether the
clinical study concluded according to the pre-specified
protocol or was terminated.
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Sponsor/Collaborators

Resbonsible Part Select Sponsor unless the Principal Investigator has been designated as
P y Responsible Party or the Principal Investigator is the Sponsor.

Primary organization conducting study and associated data analysis (not
Sponsor : )
necessarily a funding source).

Organization(s) providing support: funding, design, implementation, data
analysis or reporting.

Collaborators Required by International Committee of Medical Journal Editors (ICMJE) and
World Health Organization (WHO)

Enter only the organization name.

" Responsible Party: | Sponsor v|
Select Sponsor unless the Principal Investigator has been designated as Responsible Party or the Principal Investigator is the Sponsor.

* Sponsor:  |Pennington Biomedical Research Center
Primary erganization conducting study and associated data analysis (not necessarily a funding source).

Collaborators:
+ Add Collaborator

Crganization(s) providing support: funding, design, implementation, data analysis or reporting.
Required by International Committee of Medical Journal Editors (ICMJE) and Warld Health Organization (\WHO)

Enter only the organization name.

Oversight

Studying one or more U.S. FDA-regulated drug or biologic products?

For more information see the "Elaboration” in the Applicable Clinical Trial
(ACT) Checklist.

U.S. FDA-regulated Drug Indication that a clinical study is studying a drug product (including a
biological product) subject to section 505 of the Federal Food, Drug, and
Cosmetic Act or to section 351 of the Public Health Service Act. Select

Yes/No.
* § U.S. FDA-regulated Drug:

Studying one or more U.5. FDA-regulated drug or biologic products?
For more information see the "Elaboration” in the Applicable Clinical Trial (ACT) Chacklist (PDF).

Studying one or more U.S. FDA-regulated device products?
For more information see the "Elaboration" in the Applicable Clinical Trial

. (ACT) Checklist.
U.S.FDAsregulated|Device Indication that a clinical study is studying a device product subject to

section 510(k), 515, or 520(m) of the Federal Food, Drug, and Cosmetic
Act. Select Yes/No.

*§ U S FDA-regulated Device: |Yes v
Studying one or more U.S. FDA-regulated device products?
For more information see the "Elaboration” in the Applicable Clinical Trial (ACT) Checklist (PDF)

Unapproved/Uncleared Device: |--Select-- v
Studying at least one device product that is not yet approved or cleared by the U.S. FDA for any

use?
If "Yes" and this is a FDAAA 801 applicable clinical trial (ACT), the study record will not be posted

on ClinicalTrials.gov unless posting is authorized.

Pediatric Postmarket Surveillance: |--Select-- v
Required only if this study is a pediatric postmarket surveillance of a device product ordered by
the U.S. FDA.
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Oversight Continued...

Studying drug/device product with U.S. FDA Investigational New Drug
(IND) Application or Investigational Device Exemption (IDE)?
If yes, list FDA Center and IND/IDE Number

U.S. FDA IND/IDE
(Not public)

* U S. FDA IND/IDE:

(Mot public) Studying drug/device product with U.S. FDA Investigational New Drug (IND) Application or Investigational Device Exemption (IDE)?

FDA Center:

Formerly IND/IDE Grantor

IND/IDE Number:

Will any non-protocol access to the investigational drug, biologic or
Availability of device be provided?

Expanded Access If yes, list Expanded Access Record: ClinicalTrials.gov identifier (NCT number) for
the associated Expanded Access record

[*] Availability of Expanded Access:

Will any non-protocol access to the investigational drug, biologic or device be provided? [ About Expanded Access records ]

Expanded Access Record:

ClinicalTrials.gov identifier (NCT number) for the associated Expandad Access record

Human Subjects

Protection Review Select IRB Status

* Human Subjects Protection Review: Bpard Status:

Request not yet submitted
Submitted, pending
Submitted, approved
Exempt

Submitted, denied

Submission not required

Approval Number Use IRB Study Number

Board Name Institutional Review Board

Board Affiliation Pennington Biomedical Research Center
225-763-2544

Board Contact 5400 Poriins Road
Baton Rouge, LA 70808

Board Status: [ Submitted, approved v

The following information is required if the study meets each of these criteria: not required to be registered under 42 CFR
Part 11, not funded in whole or in part by the U.S. government, and is not conducted under an IND or IDE. [This
information is not made public ]

Approval Number: |

Board Name: |

Board Affiliation: |
Board Contact: Phone: | Extension:

Email: |

Address:

Table of Contents Page 5 of 42



Oversight Continued...

Indicate whether a data monitoring committee has been appointed for

Data Monitoring Committee this study.

FDA Regulated Intervention | If yes, it will ask again if Section 801 Clinical Trial (ACT).

Data Monitoring Committee:

FDA Regulated Intervention: |Yes -

Section 801 Clinical Trial: |Yes v

Study Description

A short description of the clinical study, including a brief statement of
the clinical study's hypothesis, written in language intended for the lay
Brief Summary public.

Plain Language Checklist for Brief Summary

Template to write a brief study description in plain language

Extended description of the protocol, including more technical
information (as compared to the Brief Summary), if desired.

Do not include the entire protocol; do not duplicate information recorded
in other data elements, such as Eligibility Criteria or outcome measures.

Detailed Description

* Brief Summary:

Special Characters

Detailed Description

Avoed duplicating information that will be entered elsewhere. such as Elgibility Criteria or Outcome Measures
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Conditions (or Focus of Study)

:’rié“ad'_'t\/ Dis:ehase The name(s) of the disease(s) or condition(s) studied in the clinical study, or
F(gcuggfltfg’s%dy? the focus of the clinical study.
Words or phrases that best describe the protocol. Keywords help users find
Keywords .
studies in the database.
* Conditions or Focus of Study

Search MeSH , the National Library of Medicine's Medical Subject Headings, for valid condition terms

If there are no conditions under study, enter brief description of focus of study instead
+ Add Condition

ERROR: Condition is a required field

Keywords
+ Add Keyword

Study Design

¢ Interventional (clinical trial): Participants are assigned prospectively to an
intervention or interventions according to a protocol to evaluate the effect of
the intervention(s) on biomedical or other health related outcomes.

¢ Observational: Studies in human beings in which biomedical and/or health
outcomes are assessed in pre-defined groups of individuals. Participants in
the study may receive diagnostic, therapeutic, or other interventions, but the
investigator does not assign specific interventions to the study participants.

This includes when participants receive interventions as part of routine

medical care, and a researcher studies the effect of the intervention.

o Patient Registry: An observational study that is also considered to be a Patient
Registry. This type of study should only be registered once in the Protocol
Registration and Results System (PRS), by the sponsor responsible for the
primary data collection and analysis.

Study Type o Note: The Agency for Healthcare Research and Quality (AHRQ) defines a

(Same in Study Identification Patient Registry as including an organized system that uses observational

Section on page 2) methods to collect uniform data (clinical and other) prospectively for a
population defined by a particular disorder/disease, condition (including
susceptibility to a disorder), or exposure (including products, healthcare services,
and/or procedures) and that serves a predetermined scientific, clinical, or policy
purpose. Patient registries may be single purpose or on-going data collection
programs that address one or more questions. About Patient Registry

e Expanded Access: An investigational drug product (including biological
product) available through expanded access for patients who do not qualify
for enroliment in a clinical trial. Expanded Access includes all expanded
access types under section 561 of the Federal Food, Drug, and Cosmetic
Act: (1) for individual patients, including emergency use; (2) for intermediate-
size patient populations; and (3) under a treatment IND or treatment
protocol. (For more information on data requirements for this Study Type,
see Expanded Access Data Element Definitions).
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Study Design Interventional

Primary Purpose
(For interventional studies only)

--Select-- W

| Treatment

Prevention

Diagnostic

Supportive Care
Screening

Health Services Research
Basic Science

Device Feasibility

Other

The main objective of the intervention(s) being evaluated by the clinical trial.

« Treatment: One or more interventions are being evaluated for treating a
disease, syndrome, or condition.

» Prevention: One or more interventions are being assessed for preventing
the development of a specific disease or health condition.

o Diagnostic: One or more interventions are being evaluated for identifying a
disease or health condition.

o Supportive Care: One or more interventions are evaluated for maximizing
comfort, minimizing side effects, or mitigating against a decline in the
participant's health or function.

» Screening: One or more interventions are assessed or examined for
identifying a condition, or risk factors for a condition, in people who are not
yet known to have the condition or risk factor.

» Health Services Research: One or more interventions for evaluating the
delivery, processes, management, organization, or financing of healthcare.

» Basic Science: One or more interventions for examining the basic
mechanism of action (for example, physiology or biomechanics of an
intervention).

» Device Feasibility: An intervention of a device product is being evaluated in
a small clinical trial (generally fewer than 10 participants) to determine the
feasibility of the product; or a clinical trial to test a prototype device for
feasibility and not health outcomes. Such studies are conducted to confirm
the design and operating specifications of a device before beginning a full
clinical trial.

o Other: None of the other options applies.

Study Phase

(For interventional studies only)

M

Early Phase 1 (or Phase (
Phase 1
Phase 1
Phase 2
Phase 2/Phase 3
Phase 3

Phase 4

Phase 2

For a clinical trial of a drug product (including a biological product), the
numerical phase of such clinical trial, consistent with terminology in 21 CFR
312.21 and in 21 CFR 312.85 for phase 4 studies. Select only one.

o N/A: Trials without phases (for example, studies of devices or behavioral
interventions).

« Early Phase 1 (Formerly listed as "Phase 0"): Exploratory trials, involving
very limited human exposure, with no therapeutic or diagnostic intent (e.g.,
screening studies, microdose studies).

See FDA guidance on exploratory IND studies for more information.

o Phase 1: Includes initial studies to determine the metabolism and
pharmacologic actions of drugs in humans, the side effects associated with
increasing doses, and to gain early evidence of effectiveness; may include
healthy participants and/or patients.

« Phase 1/Phase 2: Trials that are a combination of phases 1 and 2.

o Phase 2: Includes controlled clinical studies conducted to evaluate the
effectiveness of the drug for a particular indication or indications in
participants with the disease or condition under study and to determine the
common short-term side effects and risks.

« Phase 2/Phase 3: Trials that are a combination of phases 2 and 3.

e Phase 3: Includes trials conducted after preliminary evidence suggesting
effectiveness of the drug has been obtained, and are intended to gather
additional information to evaluate the overall benefit-risk relationship of the
drug.

e Phase 4: Studies of FDA-approved drugs to delineate additional information
including the drug's risks, benefits, and optimal use.

Table of Contents
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Study Design Interventional Continued...

Interventional
Study Model

Single Group
Parallel
Crossover
Factorial
Sequential

The strategy for assigning interventions to participants.

« Single Group: Clinical trials with a single arm

« Parallel: Participants are assigned to one of two or more groups in parallel
for the duration of the study

« Crossover: Participants receive one of two (or more) alternative
interventions during the initial phase of the study and receive the other
intervention during the second phase of the study

o Factorial: Two or more interventions, each alone and in combination, are
evaluated in parallel against a control group

o Sequential: Groups of participants are assigned to receive interventions
based on prior milestones being reached in the study, such as in some dose
escalation and adaptive design studies

Model Description
(For interventional studies only)

Provide details about the Interventional Study Model.

Number of Arms
(For interventional studies only)

The number of arms in the clinical trial. For a trial with multiple periods or
phases that have different numbers of arms, the maximum number of arms

during all periods or phases.
Note: "Arm" means a pre-specified group or subgroup of participant(s) in a clinical trial
assigned to receive specific intervention(s) (or no intervention) according to a protocol.

Masking

(For interventional studies only)

The party or parties involved in the clinical trial who are prevented from having
knowledge of the interventions assigned to individual participants. Select all
that apply.

Roles, if Masking:

Participant

Care Provider

Investigator

Outcomes Assessor: The individual who evaluates the outcome(s) of interest

No Masking

Masking Description

Provide information about other parties who may be masked in the clinical trial, if any.

Allocation
(For interventional studies only)

The method by which participants are assigned to arms in a clinical trial.

e N/A (not applicable): Select N/A for single-arm studies.

¢ Randomized: Participants are assigned to intervention groups by chance

¢ Nonrandomized: Participants are expressly assigned to intervention groups through
a non-random method, such as physician choice

Enroliment
(Select Anticipated or Actual)

The estimated total number of participants to be enrolled (target number) or

the actual total number of participants that are enrolled in the clinical study.
Note: "Enrolled" means a participant’s, or their legally authorized representative’s, agreement to
participate in a clinical study following completion of the informed consent process. Potential
participants who are screened for the purpose of determining eligibility for a study, but do not
participate in the study, are not considered enrolled, unless otherwise specified by the protocol.

* Study Type
* § Primary Purpose
* Study Phase

| --Select--

--Select-
Use
* § Interventional Study Model: [--Select-

Model Description

*§ Number of Arms

Interventional

* § Masking
Participant

Care Provider
Investigator
v] Outcomes Assessor

e

M/A" for trials that do not involve drug or biologic preducts

None (Open Label)
W | Check all roles that are masked or check None (Open Label

Masking Description

* § Allocation: | --Select-- v
Select N/A for single-arm studies
* § Enrollment: Number of Participants Type: [~Select-_v]

Table of Contents

Page 9 of 42




Study Design Observational (Patient Registry)

Observational

Study Model
(Patient Registry)

--Select- v
Cohort
Caze-Contral
Case-Only
Case-Crossover
Ecologic or Community
Family-Based

Cther

Primary strategy for participant identification and follow-up. Select one.

e Cohort: Group of individuals, initially defined and composed, with common characteristics (for
example, condition, birth year), who are examined or traced over a given time period.

e Case-Control: Group of individuals with specific characteristics (for example, conditions or
exposures) compared to group(s) with different characteristics, but otherwise similar.

e Case-Only: Single group of individuals with specific characteristics.

e Case-Crossover: Characteristics of case immediately prior to disease onset (sometimes
called the hazard period) compared to characteristics of same case at a prior time (that is,
control period).

e Ecologic or Community: Geographically defined populations, such as countries or regions
within a country, compared on a variety of environmental (for example, air pollution intensity,
hours of sunlight) and/or global measures not reducible to individual level characteristics (for
example, healthcare system, laws or policies, median income, average fat intake, disease
rate).

o Family-Based: Studies conducted among family members, such as genetic studies within
families or twin studies and studies of family environment.

e Other: Explain in Detailed Description.

Time Perspective
(For observational studies only)

Temporal relationship of observation period to time of participant enroliment. Select
one.
o Retrospective: Look back using observations collected predominantly prior to subject

—-Select-- v selection and enrollment
—Select— e Prospective: Look forward using periodic observations collected predominantly following
Retrospective subject enrolliment
Prospective e Cross-sectional: Observations or measurements made at a single point in time, usually at
S:E:?-Sectmnal subject enroliment

e Other: Explain in Detailed Description
Biospecimen Indicate whether samples of material from research participants are retained in a
Retention biorepository. Select one.
(For observational studies only) | ¢ None Retained: No samples retained
—Select- - e Samples With DNA: Samples retained, with potential for extraction of DNA from at least one
_Selec— of the types of samples retained (e.g., frozen tissue, whole blood)

Mone Retained
Samples With DNA
Samples Without DNA

o Samples Without DNA: Samples retained, with no potential for DNA extraction from any
retained samples (e.g., fixed tissue, plasma)

Biospecimen Specify all types of biospecimens to be retained (e.g., whole blood, serum, white cells,
Description urine, tissue).
The estimated total number of participants to be enrolled (target number) or the
actual total number of participants that are enrolled in the clinical study.
Enroliment Note: "Enrolled" means a participant’s, or their legally authorized representative’s, agreement to

(Select Anticipated or Actual)

participate in a clinical study following completion of the informed consent process. Potential
participants who are screened for the purpose of determining eligibility for a study, but do not
participate in the study, are not considered enrolled, unless otherwise specified by the protocol.

Target Follow-Up For Patient Registries, the anticipated time period over which each participant is to be
Duration followed. Provide a number and select a Unit of Time (years, months, weeks, days).
Number of Number of study groups/cohorts. Enter "1" for a single-group study. Many
Groups/Cohorts observational studies have one group/cohort; case control studies typically have two.

About Patient Registry

Study Type: Observational [Patient Registry]

* Observational Study Model [--Select—
* Time Perspective: [-Select-

Biospecimen Retention: [-Select-

* Enrollment: Number of Subjects:

* Number of Groups/Cohorts:

v] Patient Registry Information

v * Target Follow-Up Duration —Select- v |
1 Time period over which each participant is to be followed
b 1
) ~ Additional Patient Registry Data: [The AHRQ Registry of Patient Registries (RoPR) has been discontinued ]
Type: [-Select- ]
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Study Design Observational (Not Patient Registry)

Observational

Study Model
(Not Patient Registry)

--Select- e
Cohort

Caze-Contral

Case-Only
Case-Crossover

Ecologic or Community
Family-Based

Other

Primary strategy for participant identification and follow-up. Select one.

e Cohort: Group of individuals, initially defined and composed, with common characteristics (for
example, condition, birth year), who are examined or traced over a given time period.

e Case-Control: Group of individuals with specific characteristics (for example, conditions or
exposures) compared to group(s) with different characteristics, but otherwise similar.

e Case-Only: Single group of individuals with specific characteristics.

e Case-Crossover: Characteristics of case immediately prior to disease onset (sometimes called
the hazard period) compared to characteristics of same case at a prior time (that is, control
period).

e Ecologic or Community: Geographically defined populations, such as countries or regions within
a country, compared on a variety of environmental (for example, air pollution intensity, hours of
sunlight) and/or global measures not reducible to individual level characteristics (for example,
healthcare system, laws or policies, median income, average fat intake, disease rate).

o Family-Based: Studies conducted among family members, such as genetic studies within
families or twin studies and studies of family environment.

Other: Explain in Detailed Description.

Time Perspective
(For observational studies only)

Temporal relationship of observation period to time of participant enroliment. Select one.

o Retrospective: Look back using observations collected predominantly prior to subject selection
and enrollment

None Retained
Samples With DNA
Samples Without DNA

s=slact -4 e Prospective: Look forward using periodic observations collected predominantly following
Retrospective subject enrollment

Prospeciive e Cross-sectional: Observations or measurements made at a single point in time, usually at
Cross-Sectional subject enrollment

Other Other: Explain in Detailed Description

Biospecimen Indicate whether samples of material from research participants are retained in a
Retention biorepository. Select one.

(For observational studies only) | ® None Retained: No samples retained

—Select— v o Samples With DNA: Samples retained, with potential for extraction of DNA from at least one of
—Select— the types of samples retained (e.g., frozen tissue, whole blood)

o Samples Without DNA: Samples retained, with no potential for DNA extraction from any
retained samples (e.g., fixed tissue, plasma)

(Select Anticipated or Actual)

Biospecimen Specify all types of biospecimens to be retained (e.g., whole blood, serum, white cells,
Description urine, tissue).
The estimated total number of participants to be enrolled (target number) or the actual
total number of participants that are enrolled in the clinical study.
Enroliment Note: "Enrolled" means a participant’s, or their legally authorized representative’s, agreement to

participate in a clinical study following completion of the informed consent process. Potential
participants who are screened for the purpose of determining eligibility for a study, but do not
participate in the study, are not considered enrolled, unless otherwise specified by the protocol.

Number of
Groups/Cohorts

Number of study groups/cohorts. Enter "1" for a single-group study. Many observational
studies have one group/cohort; case control studies typically have two.

Study Type: Observational

* Observational Study Model: |--Select- v
* Time Perspective: | --Selsct—- v
Biospecimen Retention: |--Select-- ~|

* Enrollment: Number of Subjects:

Type:

* Number of Groups/Cohorts:
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Study Design Expanded Access

Availability of an experimental drug or device outside of a clinical trial

Expanded Access
protocol

The type(s) of expanded access for which the investigational drug
product (including a biological product) is available, as specified in U.S.
Food and Drug Administration (FDA) regulations. Select all that apply.

Expanded Access Type ¢ Not Applicable: Expanded access is for a product other than an investigational drug

product (for example, device product) covered by FDA expanded access regulations (21

Expanded Access Definitions CFR 312)

¢ Individual Patients: For individual participants, including for emergency use, as
specified in 21 CFR 312.310

¢ Intermediate-size Population: For intermediate-size participant populations, as
specified in 21 CFR 312.315

e Treatment IND/Protocol: Under a treatment IND or treatment protocol, as specified
in 21 CFR 312.320

" Study Type: ) |nterventional (or clinical trial) — participants assigned to intervention(s) based on a protocol
Observational participants not assigned to intervention(s) based on a protocol; typically in context of routine care

® Expanded Access availability of an experimental drug or device outside of a clinical trial protocol
Type: [/ Not Applicable
[JIndividual Patients
[lIntermediate-size Popula