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Purpose

Trial Registry Purposes for Various Groups

Results Database Purposes for Various Groups

Registry Purpose Group That Benefits
_ - " _ _ Results Database Purpose Group That Benefits
Fulfill ethical obligations to participants and the research Patients, the general public, the
community research community ) ) . ) . ) )
Provide a public record of basic study results in a standardized Researchers, journal editors,
Provide information to potential participants and referring Patients, clinicians format IRBs. ethicists
clinicians '
Reduce publication bias Users of the medical literature Promote the fulfillment of ethical obligations to participants and Patients, the general public,
Help editors and others understand the context of study TE i et e the overall contribution of research results to medical knowledge  the research community
results literature o _ _ -
Reduce publication and outcome reporting biases Users of the medical literature
Promote more efficient allocation of research funds Granting agencies, the research
community

Facilitate systematic reviews and other analyses of the research Researchers, policymakers

Help institutional review boards (IRBs) determine the IRBs, ethicists literature
appropriateness of a research study

Source: Tse T, Williams RJ, Zarin DA. Reporting "basic results” in ClinicalTrials.gov. Chest. 2009;136(1):295-303.

Source:  Zarin DA, Keselman A. Registering a clinical trial in ClinicalTrials.gov. Chest. 2007;131(3):909-12. [Full

Text] [Full Text]
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* Federal Regulations
« FDAMA, FDAAA 801, 42 CFR 11

IT’S THE LAW!!

Penalties -

* Fines of up to $11,383/day
» Withholding of funding to the Pl and the institution

» Potential criminal penalties

* NIH regulations
» Revised definition of a clinical trial (includes behavioral interventions)

» Required for all NIH-funded clinical trials

 International Committee of Medical Journal Editors (ICMJE)

» Similar to NIH definition.
» Must register prior to enrolling the first subject
» Must include IPD (Individual Participant Data) sharing statement
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e register.clinicaltrails.gov

e Online system for entering data to be published
on the public site

* PRS training
* IRB reviews ClinicalTrials.gov PRS

e hso.research.uiowa.edu

Protocol Registration and Results System



Record Owner vs Responsible Party

Record Owner - Person responsible for entering data in record
e Not legally responsible for the content of the record

Responsible Party (Sponsor) - Person or entity initiating the
clinical trial and responsible for the contents of the
ClinicalTrials.gov record

e Is required by law to create, maintain, and monitor from
beginning to end
o Significant penalties If found in non-compliance
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Record Owner Responsibilities

e You are responsible for maintaining the study records associated
with your account

 When you enter information about the study, please ensure the
Information is correct, readily understood by the public, and
updated in a timely manner

 Only one owner can be assigned to a study record, but the owner
can also allow other users to edit the study record

° Use the Access |_|St Record Owner: Test User =] Access List: [] Edit
Last Updated: 12/17/2014 14:05 by Test User ] Upload: Allowed Edit

Initial Release: [Not yet released] PRS Review: [Not yet released]

Results Expected: January 2015 Iﬂ Public Site: [Not yet registered]
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e Responsible for ‘Approving’ and ‘Releasing’ the
record

e Assure that deadlines are met
e Verify that content is complete and accurate
 May also be the Record Owner
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e Description of study
o Study type, Phase, Design, Outcome measures

e Recruitment information
o Eligibility criteria, locations, recruitment status

e Administrative and other information
o Key dates and contact information

» Helpful links to add

o MEDLINE publications, consumer health information, FDA
Information



Creating a Record

 Email PRS administer to create an account ct-gov@uiowa.edu
e Login

» Organization: uiowa

e Username: hawkid

e Password: you set, but PRS admin can reset, if needed

 Help and User Guides
K otart Guide

Problem Resolution Guide

Showing: 6 records Show/Hide Columns

Protocol ID . | ClinkcalTrials.gov . | Brief Ttie . | RecordStatus .| LastUpdate | Problems
ID ‘ | i

Protocol123 A 24-Week In Progress 05/21/2015 14:26 - Entry Not Completed

Double-Blind « Never Released
Trial of

Remuverol in

Adults With

Condition A




Getting Started

Help Definitions

* Organization's Unique Protocol ID:

 The “Unique Protocol |
ID” must list the Specalchercs

Acronym: |

H aWkl R B n u m b e r ~ If specified, will be included at end of Brief Title in parentheses.
( d i g i t S O n Iy) " % Study Type: Interventional (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

° B r- i ef t i tl e . Laym an ’S | [ Patient Registry [About Patient Registries]
te r m S |m " w * Required by ClinicalTrials.gov

+ = FDAAA Required to comply with US FDA Amendments Act
(1) = (FDAAA) May be required to comply with US FDA Amendments Act




IRB Board Approval

Help Definitions

(t) FDA Regulated Intervention?: | —-Select—- ||

® C O n taCtS S h O u I d I I St Does this trial involve a drug, biologic or device subject to US Food and Drug Administration (FDA) regulations?

* (¢) IND/IDE Protocol?: | --Select—[~]

re S e a rC h | n Ve St | g a.tO rS ’ (Not pub!ic). FDA Investigational New Drug (IND) Application or Investigational Device Exemption (IDE)?
N Ot I R B or * Board Approval: Status: -Select—- ]

* Board Name: |

administrative contacts -
unrelated to the trial " Board Contact: - Business Phone: | Extension:

) ! _ .
(ot public) Business Email:

Business Address:

e University of lowa IRB

O 1 ’ y 3 1 9 77 Data Monitoring Committee?: | —Select—-[~]
3 3 5 7 6 5 6 4 * Oversight Authorities: —

Format (in English) as Country: Organization Name
Examples:

United States: Food and Drug Administration

Germany: Federal Institute for Drugs and Medicinal Devices



mailto:irb@uiowa.edu

Sponsor/Collaborators o Tre

* & Responsible Party: [Sporsor-mestgator ][~

Select Sponsor unless the Investigator has been designated as Responsible Party per FDAAA.

For Principal Investigator or Sponsor-investigator only, provide:

e The Sponsor/Collaborators
SeCthn mUSF list SpOnsor- Investigator Name [Username].  --Select-- [~]
Investi gato r’ as the Select the investigator's PRS account.
respon5|bl? party type, o) Tt o L i o e e et o
and the PI’s name should
be selected from the drop
down menu

Investigator not in list?  Incorrect name format?

Investigator Official Title: |

Investigator Affiliation: |

* $ Sponsor: |

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

Collaborators:

% Add Collaborator |

Organization(s) providing support: funding, design, implementation, data analysis or reporting.
Enter only the organization name.




Study Description/Status

Brief Title and Summary should
be in lay language

Overall Recruiting Status and
Recruiting Status In
‘Contacts/Locations’ must
match

Dates are needed for Study
Start Date, and Primary and
Study Completion Dates

Change the Verification Date to
the current month and a/ear
(this updates the record)

ClinicalTrials. gov PRS
Protocol Registration crd Reswults Svstem
Home > Record List > Record Summarny > Protocol Section
Edit Study Description

Help Definitions

= 1 Brief Summanry: I

Detailed Description:

Edit Study Status

* 1 Record(Verification Date:

* 1 Owverall Recruitment Status: —selec

I Primary Completion Date: —Select- -

Study Completion Date: ~Select- -

Final data collection date t

* Required by ClinicalTrials. gov
1 = FDAAA Required to comply with US FDA Amendments Act

(1) = (FDAARA) May be required to comply with US FDA Amendments Act




Outcome Measures

Outcome measure information: Please be as specific as possible.
« Title: include the name of the specific measure. Avoid using verbs, that is, do not put “To determine...”

« Time Frame: must have a time point at which the outcome is assessed for the specific metric used (hours, days, weeks,
years) Hint: specify which study day it is measured - do not use “until the end of study or death”

e Description: describes what will be measured, < ————
not why it is measured. If the outcome measure is Help Definitions
a questionnaire or scale, provide the range and " Primaly Qutcoms Messurs: [tara

* Title:

what low or high scores mean * Time Frame: |

Description:

() Safety Issue? |-Select-[+]

» Sa.fety I Ssue: * Delete Cutcome |

Is this outcome measure
Secondary Qutcome Measures:
assessing a safety issue? |

% Add Primary Outcome |

Other Pre-specified Outcomes:

% Add Other Outcome |




Outcome Measure Example 1

Edit Qutcome Measures

Help Definitions
* 1 Primary Outcome Measure:  pytcome 1

* Title

* Time Frame: |During scheduled treatment period

—~ e~
v v Description

~

- Mausea Scale

(1) Safety lssue? No

= Delete Outcome

+ Add Primary Outcome



Outcome Measure Example 2

Edit Qutcome Measures

Help Definitions
* ¢ Primary Outcome Measure:  pytcome 1
*Title: Number of participants improved on the nausea scale

* Time Frame: |8 weeks

Description:

Mausea scale range: 1 (severe) to 10 (none). Change: score at 8 weeks minus

score at baseline. "Improved” = greater than 3 point difference in nausea scale.

) Safety Issue? No

= Delete Outcome |
+ Add Primary Cutcome




Arms and Interventions

Armns and Interventions

e Arms = Rows

mg tablet by mouth every 8 hours for ¥ days.

= AR Ay DA ve E Acetaminophen & Pl
. n e rVe n I O n S — Acetaminophen 25 mug tablet and Flacebo (for Tramadel) §0 mg tablet by mowuth every 8 houwrs for 7 days=s.

Interventions

COI ul I lnS Intervention: Drug: Acetaminophen

Other Mames:

e Examples of O r————

Imtervemtion:
Oth

different study

Ak MNOTE: Intervention = ription: data not entaen

designs can be

Sugar pill manufactured to mimic Tramadol 50 mg fablet.

fo u n d O n 4F MNOTE: Intervention Other Name = not been spe-

Cross-Reference

ClinicalTrials.gov B —
and PRS 252 mrenen e

Experimental: Acetaminophen & Tramadol
Acetamimophen 225 mg tablet and Tramadol 50 mg tabklet by mouth every @ hours

Active CTompara taminophen & Placebo
Acetamimop mg tablet and Flacebo (for Tramadol) 50 mg tabklet by mouth
every & hours for 7 day

'@. - Inferven n is administeraed to patients in this Arm.



Central Contacts/Locations - The LI

e List information from
the research team, not
the IRB

* Information can be
copied from records, or
manually entered

e Locations should list all
study sites involved iIn
research, including data
analysis

dit r Overall Contacts

Central Contact: John Smith, RN 123-456-7830 john_smith@xyz.com
Central Contact Backup: Sue Jones, RN 123-456-7890  sue. jones@xyz.com

Overall Study Officials: Principal Investigator  Tom Jones, MD  XYZ Medical Center

cations... from a master list, extracted from this organization's records.

United States, New York

dit r Location

X7 Medical Center
Mew York, Mew York, United States, 12345
Contact: Tom Jones, MD

+ Add Location

= Delete Location



Before Submitting a record T [0

Pleasg ensure you have thoroughly reviewed your study
record...

o All fields should be completely filled out and in lay language
(where possible)

 All errors must be corrected

« Any misspelled words should be corrected
(Use Spelling Tool)

e Acronyms and abbreviations spelled out

ntifiers: [NCT ID not yet assigned] Unique Protocol ID: 201602111



Approve AND Release 1 Tie LLIE

Complete: The person updating or
owner of the record will click on
“Complete” to indicate that the study
is ready for the “Approve” and Record Summary

“Release” actlons “Record List Help @

Record Status
In Progress ==p Entry Completed == Approved == Released ==p PRS Review == Public

Ap p rove an d Re | ease. The Next Step: Confirm data entry complete ( Entry Complete "| (7]

Responsible Party (PI, if Sponsor- oo Owrer e nsiose Lis: B
> wner: ccess List:
I?Vﬁsng?‘i&or) Of tl:]e S.l(:juglg Teeds,,t_l(;) Last Updated: 12/08/2014 10:04 by Test User _=1 Upload: Allowed /
ChIC On pprove an € ease . or Initial Release: [Not yet released] PRS Review: [Not yet released]
t € StUdy to_ go through PRS r_eVIeW Results Expected: January 2018 @ Public Site: [Not yet registered]
and be published on ClinicalTrials.gov

website




PRS Review

ClinicalTrials.gov does a manual review

If there are QA issues, the record owner and RP will receive
notification from ClinicalTrials.gov with comments

The study will be reset to “In Progress”
Study Owner/RP will corrected the issues and re-release it

If there are no QA issues, the study is assigned an NCT number
and published on the “public” side of the database

This process takes about 2-5 business days
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PRS System identifies current ‘Problem Records’
e Records that have not been marked as completed.
e Active studies that have not been updated in the past 6 months | Records ~ Accounts + Help v |

e Records missing one or more data elements required by FDAAA, e
such as: Responsible Party, Study Start Date, Primary Completion e
Date and Primary Outcome Measure  Upload Records (XML)

» Records that appear to be overdue for registration of results per R REIEE RIS
= PYAVAYAY Upload from NCI CTRP




General Updating Tips

Complete all fields

Use spelling tool for spelling errors
Spell out acronyms and abbreviations
Use the EDIT links to make changes or
“Edit All” link at top

Check for errors and warnings

Check for notes (optional to address)

Edit | Sponsor/Collaborators
Sponsor:
Responsible Party:

Collaborators:

Information is required

Edit | Oversight
FDA Regulated?:

Applicable Trial?:

INDVIDE Protocol?-:

s \WARNING: FDA Regulated Intervention? has not been entered.
& ERROR: All Se 801 clinical tnals are FDA regulated.

Section 801 Clinical Trial? Yes
Delayed Posting? Mo [Only for trials of uncleared devices or unapy

d WARNING: IND Protocol? has not been entered.

Review Board: Approval Status:  Approval Number: 12/01/2014

Data Monitoring?:

Owversight Authorrties:

Edit [ Study Description

Brief Summary:

Detailed Description:

Board Name:
Board Affiliation:
Phone: Email:

4 WARNING: Approval Status has not been entered.

#» NOTE: Data Monitoring Committee?: data not entered.

ds AL ERT: Oversight Authorities not entered.

The purpose of this study is to assess the safety and efficacy of Re

4 NOTE: Detailed Description: data not entered.




Updating Your Record

linicalTrials.gov PRS

rotocol Registration and Results System

Click on “Open” next to the record
Click on “Open” next to the Protocol Section

| Records » Accounts » Help»

Make appropriate changes by clicking on
“Edit” along the side in the study record

rds (282) | | Problem Records (212) | \} Custom Filter:\

0 of 282 records 10 7 |re

Vet ©
el Identifiers: [NCT ID not yet assigned] Unique Protocol ID: JAVH

Open DA foremlpsumNglon ST Amg Brief Title: Lorem Ipsum Dolor Sit Amet, Consectetur Adipiscing
MNullam Imperdiet Nis| E
Module Status . - .
Open [F[PR| 987654321 Factors Affecting hCG Leve Study Identification: « 2 Notes
Study Status: 1 Error

If no changes have occurred in the year, SponsoriColaborators. ¢

Qversight:

update the Record Verification Date SIEGIDEEETE e

Conditions: Information is required
Study Design: Information is required

CI |Ck O n the “Save" butto n at the botto m Of the Arms and Interventions: Information is required
pag e Outcome ru'1e§.5LJ res: 3 Errors 1 Nmte .

Edit | Study Identification

Be sure to click on “Complete” when finished Unie Pl 1) WVELIS

u pd atl n g Brief Title: Lorem Ipsum Dolor Sit Amet, Consectetur Adipiscing Elit. Morbi Sagittis Diam Sit Amet Qrnare Varius. Nullam Imperdiet Nis| Eget Nisi Luctus laculis (test)
& NOTE: Brief Tle should have no mare than 120 cheracters.
K now Wh 0 | S respons | b I e fo r ke A roval 7 an d Official Title: Lorem Ipsum Dolor Sit Amet, Consectetur Adipiscing Flit. Morbi Sagittis Diam Sit Amet Ornare Varius. Nullam Imperdiet Nisl Eqet Nisi Luctus laculs. Duis S
7 o p p p Finibus Nisi Eleifend. Suspendisse Gravida in Dui eu Gravida. Quisque Vitae Magna Cursus, Varius Turpis ut, Blandit Purus. Integer in Quam Vel Nis| Porta D
Re I e a.S e Odio. Sed Aliquet Purus Odio, Quis Sodales Neque Ultricies Sed. Pellentesque Sapien Arcu, Facilisis Non Erat in, Vulputate Consequat Felis. Vestibulum Fau
Pretium Velit Lacinia.

@ NOTE: Official Titls should have no more than 240 characters

Secondary 1Ds
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What Else Do We Need to Know



https://hawkirb.research.uiowa.edu/hawkirb/inbox.page
http://hso.research.uiowa.edu/
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* Fill out Registration (“Create” a record)

e Actions:

o In Progress: Fields to be completed
o Entry Completed: Ready for Approval and Release

0 Approved/Released.:
0 RP is sole party that can “Approve & Release”

e ClinicalTrials.gov PRS Review
* NCT number assigned
e Posted on ClinicalTrials.gov 2-5 business days
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