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Log in to PRS account

<« C | CT https://register.clinicaltrials.gov Q U = @ :
* Microsoft Teams CT ClinicalTrials.gov PR... €T Home - ClinicalTrial... » Cther bookmarks

ClinicalTrials.gov PRS

Protocol Registration and Results System

Login
Welcome to the ClinicalTrials gov Protocol Registration and Results gﬁnﬁu%ﬁf%ﬁé:ﬁ
System (PRS). 02/282023

Burden Statement

Organization: [UTexasSouthwestern |
Cne-word organization name assigned by PRS (sent via email when account was created)

Usemame:

PESSWOI: [sssssssnses | Forgot password

Login

1. Log in to register.clinicaltrials.gov
2. Enter your UTSW username and password
3. List organization as UTexasSouthwestern
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Open the record

ClinicalTrials.gov PRS

Protocol Registration and Results Svstem

Contact ClinicalTrials.gov PRS
Org: UTexasSouthwestem Logout
Links p \ Email: edu [Update]
New Recor | Records~ Accounts ~ Help ~ J
Admin Quick Reference

Help us improve: PRS Survey

- Record List

Group: | [ALL]

w [AII Records [?96:] | Problem Records (19) | | b Custom Filter
Showing: 1-796 of 796 records | All_ v | records per page

Protocol ID Secondary IDs CIinicaIII;:riaIs gov

< Primary
Brief Title - %::xs" W(E-:;m" Completion = Record Status.

Respansible Party Problems
Date
Recruiting 0772021 122023 Public

Seachi[ | (Showtide Columns
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ClinicalTrials.gov PRS

Protocol Registration and Results Systemn

Home > Record Summary

iD-

Record Summary

SNHome Help @

Record Status
|J'n Progress ==p Entry Completed ==p Approved =s=p Released == PRS Review ==p Public

| Next Step: Confirm data entry complete "En'lry Complete' @ |

Record Owner = Access List Edit
Last Update: 09/17/202113:21 by =1 Upload: Allowed Edit
Initial Release: 02/05/2021 PRS Review: Review History
Last Release: 06/15/2021 Receipt (PDF) Public Site: Last Public Release: 06/15/2021 View on ClinicalTrials gov

FDAAA: Non-ACT (No FDA-regulated drug/device) @

e Owner

Protocol Section
Identifiers: Unique Protocol ID:
Brief Title:

Open “Protocol section”

Module Status: Study Identification: «
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Update record
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ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section
ID:

Protocol Section
“Record Summary Preview EditAl Help Defi

Update record

Edi

Study Identification ——
Unique Protocol ID:
Brief Title:
Official Title:
Secondary IDs:

Study Status
Re:

Study Start: July 2006 [Actual]

Primary Completion: August 2022 [Anticipated]
Study Completion: August 2023 [Anticipated]

m
=3

Sponsor: University of Texas Southwestern Medical Center
Responsible Party: Principal Investigator
Investigator: ~
Official Title:
Affiliation: University of Texas Southwestern Medical Center
Collaborators:
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ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section

ID:

Protocol Section

EditAll Help |

“Record Summary P

Edit | Study
Unique Protocol ID:
Brief Title:
Official Title: Ell

Secondary IDs

m
=3

Study Status
Record Verification: August 2021
Overall Status: Active

ot recruiing
udy Start. July ual

Primary Completion: August 2022 [Anticipated]

Study Completion: August2023 [Anticipated]

m
=3

Spor S
Sponsor. University of Texas Southwestern Medical Center

R Party: Principal
Investigator.
Official Title:
Affiliation: University of lexas Southwestern Medical Center
Collaborators:

Update record

ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Study Status

ID:

_r_-_|e|_p_ _annition_;_

* Record Verification Date:  Month: [July ~ Year:\2021

Edit Study Status

l * Overall Recruitment Status:  (Active,_not recruttin
n see the Cverall Recruitment Status definition

Tip: Day is not required for Anticipated dates.

*§ Study Start Date:  Month: [ September v | Day: |01 Year:|2021 Type:[Actual  ~

Date study is open for recruitment (Anticipated) or date first participant is enrolled (Actual).

* Primary Completion Date:  Month: [ September v | Day: |01 Year:|2022 Type

Final data collection date for primary outcome measure.

* § Study Completion Date:  Month: [September | Day: |01 Year:| 2024 Type: [Anticipated ~ |

Final data collection date for study.

‘Gancel | * Required
* § Required if Study Start Date is on or after January 18, 2017
[*] Conditionally required (see Definitions)




How to Do Record Updates ?

ClinicalTrials.gov PRS

Protocol Regisiration and Resulis System

Home > Record Summary > Protocol Section
Ea

Protocol Section | U pdate record

“Record Summary Preview EditAll Help Def

Edit | Study
Unique Protocol ID: ©
Brief Title:
Official Title:

Secondary IDs:

dit | Study Status
Record Verification: August 2021
Overall Status: Active, not recruiting
Study Start: July 2006 [Actual]
Primary Completion: August 2022 [Anticipated]
Study Completion: August 2023 [Anticipated]

m
=3

estern Medical Center

nvestigatol
Official Title
Affiliation: University or 1exas soutnwestern mMeaical Lenter

Collaborators:
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ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocal Section

ID:

Protacol Section
% Record Summary Preview EditAll Help Definitions.

Edit Study
Unique Protocol ID: ©
Brief Title:
Official Title:

Secondary IDs:

dit | Study Status

Record Verification: August 2021
Overall Status: Active, not recruiting
Study Start: July 2006 [Actual]
Primary Completion: August 2022 [Anticipated]
Study Completion: August 2023 [Anticipated]

m
=3

Spor

estern Medical Center

nvestigator. Robert Timmerman [rtimme]
Official Title: Professor of Medicine
Affiliation: University of Texas Southwestern Medical Center

Collaborators:

Update Record

e ———
ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Sponsor/Collaborators

D

Help  Definitions
I~ Responsive pany:

Edit Sponsor/Collaborators

lect Sponsor Unless the Principal lnvestigator has been designated as Responsible Party or the Principal Investigator is the Sponsor.

Investigator Information

—Select- ~ |
Select the PRS account.

Investigator Name [Usemame]

Investigator not in Iist?  Incorrect name format?

The Investigator Name (i.e., the Full Name from the PRS account record) must be a person’s ful

Investigator Official Title: |

Investigator Affiliation: [University of Texas Southwestern Medical Center

* Sponsor:  [University of Texas Southwestern Medical Center
Primary org: 1 conducting study and data analysis (not necessarlly a funding source)

Collaborators: ‘

+ Add Collaborator

Organization(s) providing support: funding, design, implementation, data analysis or reporting.
Required by International Committee of Medical Journal Editors (ICMJE) and World Health Organization (WHO)
Enter only the organization name.

cancel | * Required
* § Required if Study Start Date is on or after January 18, 2017
[#] Conditionally required (see Definitions)

x Delete
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nica '1a.
Protocol Registration and Resuts System

Home > Secors Summary > Pretocel Secton

Protocol Section

|ERROR(S) in Protocel Section. See ERROR or information required messages belov:

“Record Summary Preview EditAll Help Definiions.

Update record

Edt  Study Identification
Unique Protocal ID:

Brief Title:

Offeial Title:

Secondary IDs:

Edit Study Status.
Record Verffication: March 2021
Overall Status: Not yet recruiting
Study Start: October 2021 [Anticipated]
Primary Completion: October 2023 [Anticipated]
‘Study Completion: December 2025 [Anticipated]

Edt  Sponsor/Collaborators
Sponsor. University of Texas Southwestern Medical Center
Responsible Party. Principal Investi
Investigator: |
Oficial Tite: F
Affiliation: University of Texas Southwestern Medical Center
Collaborators: National Insiitute on Drug Abuse (NIDA)

Oversight
U.S. FDA-regulated Drug: Ye:
U.S. FDA-regulated Device: N
U.S. FDA IND/IDE: Yes

IND/IDE Information.

s g

FDA Center:
IND/IDE Number

IND Serial Number:

Has Expanded Access: Unknown

+

Human Subjects Review: Board Status: Not yet submitted | |

Board Afiliation: University of Texas Southwestem Medical Center
Phone: 214-648-3060 Email: IRE@UTSouthwestern.edu
Address:

5323 Harry Hines Boulevard

Dallas, Texas 75390-8843
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nicd

gov

Protocol Registration and Results System

Home > Becord Summary > Protosol Saction

Protocol Section

“Record Summary Preview EditAl Help Definitions.

m
&

Study Identification

Unique Protocol ID:
Brief Title:

Official Tite:
Secondary IDs:

m
&

Study Status

Record Verification: March 2021
Overall Status: Not yet recriting
Study Start: October 2021 [Anticipated]

Primary Completion: October 2023 [Anticipated]

Study Completion: December 2025 [Anticipated]

Update record

—TE—C——
ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Oversight

m
&

SponsoriCollaborators.

Sponsor: University of Texas Southwestem Medical Center
Responsible Party: Principal [nve-s =+~

Collaborators: National Insttute on Drug Abuse (NIDA)

Oversight

USS. FDA-reguiated Diug: Yes
U.S. FDA-regulated Device: No
U.S. FDAIND/IDE: Yes
IND/IDE Information
FDA Center
IND/IDE Number.
IND Serial Number.
Has Expanded Access: Unknown

Human Subjects Review: Board Status: Nat yet submitted ||

Board Afiiation: University of Texas Southwester Medical Center
Phone: 214-648-3060 Email: IRB@UTSouthwestern.edu
Address:

5323 Hamry Hines Boulevard

Dallas, Texas 75390-8843

Edit Oversight

Help  Definitions

* § US. FDA-regulated Drug: [Yes v
Studying one or more U.S. FDA-regulated drug or DInIﬂQ\E uvoﬂuns7
For more information see the "Elaboration” in the Af 4

‘Trial (ACT) Checklist (PDF)

* § U.S. FDA-regulated Device: [No v
Studing one ormore U S, FDAveguated device proccts?
For more information see the "Elaboration” in

*U.S. FDA IND/IDE
(Not public) Studying drug/device product with U.S. FDA Investigational New Drug (IND) Application or Investigational Device Exemption (IDE)?

FDA Center: [CDER v
Formerly IND/IDE Grantor
IND/IDE Number: [PENDING
IND Serial Number
4.digit number entered on the U.S_ FDA IND application, Form 1571, ifany.

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

* Human Subjects Protection Review: l Board Status I

The following information is required if the study meets each of these criteria not required to be registered under 42 CFR Pal
made public ]

Approval Number:

Board Name: |
Board Affiliation: |
Board Contact: pone: | Extension: |
Email: |
Address:

Data Monitoring Committee:
DA Regulated Intervention:

save| |cancel * Required
* § Required if Study Start Date is on or after January 18, 2017
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m
=3

Eligibility
Minimum Age: 18 Years
Maximum Age: 65 Years

Sex: All

Gender Based: No

Accepts Healthy Volunteers: No

Criterigs
Inclusion Criter

Individuals must meet all of the inclusion criteria in order to be eligible to participate in the study:

N2 e L=

Exclusion Criteria

1

Update record
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m

Eligibility
Minimum Age: 18 Years

Maximum Age: 65 Years

Sox Al Update record

Gender Based: No

Accepts Healthy Volunteers: No

" Lt )

Individuals must meet all of the inclusion criteria in order to be eligible to participat CliﬂicalTriﬂlS-gov PRS

Protocol Registration and Resulits System
Be 18 to 65 years of age, .

Be interested in reducing or stopping cocaine use; Home = Record Summary > Profocol Section = Eligibility

Meet DSM-5 criteria for moderate or severe CUD (4 or more criteria); ID:

Provide at least 2 urine samples positive for cocaine (out of a possible 3 sam)|
Self-report cocaine use on 18 or more days in the 30-day period prior to cong
If female, agree to use acceptable birth control methods and have periodic u Help Definitions
Provide a urine sample negative for opioids and self-report no opioid use in ti§

Be willing to comply with all study procedures and medication instructions.

Edit Eligibility

N g AN

=1

* Sex:

Exclusion Criteria Biological sex of eligible participants.

1. Have a psychiatric condition that, in the judgement of the site medical clinicial ['] Gender Based: ) . N ) o
' If applicable, indicate if parficipant eligibility is based on self-representation of gender identity.

* Age Limits: Minimum: Maximum:

Examples include:

* § Accepts Healthy Volunteers: [-Seleci—v

* Eligibility Criteria: | inclusion Criteria

Exclusion Criteria:

)

Special Characters

I\Canoel = Required

* § Required if Study Start Date is on or after January 18. 2017
Nl Conditionally required (see Definitions)
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Update record

ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section

1D

Protocol Section

ecord Summary. Preview EditAll Help Definitions

Study Identification

Unique Protocol ID:
Brief Title:
Official Title:
Secondary 1Ds:

Edit

Study Status
Record Verification: June 2021

Overall Status: Recruiting
Study Start: June 14, 2021 [Actual]
Primary Completion: June 14, 2023 [Anticipated]
Study Completion: June 14, 2023 [Anticipated]
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ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary

ID:

“Home Help @

Record Summary

Record Status

|In Progress ==p Entry Completed == Approved ==p Released ==p PRS Review ==p Public

| Next Step: Confirm data entry complete

Record Owner: =
Last Update: 09/17/2021 13:21
Initial Release: 02/05/2021

Last Release: 06/15/2021 Receipt (PDF)

| Entry Complete | @

Access List:

= Upload

PRS Review:
Public Site:
FDAAA:

Edit

Allowed Edit

Review History

Last Public Release: 06/15/2021 View on ClinicalTrials.gov

Non-ACT (No FDA-regulated drug/device) @

Click

“Entry Complete”
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Responsible Party (PI)

Review

Approve ]{
Entries % %

Responsible Party (PI) to

review, “Approve”, “Submit”
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Update record

Log in to PRS account

Click

Open the record “Entry Complete”

Responsible Party (PI) to
review, “Approve”, “Submit”

Open “Protocol section”
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