





































































































| Record List: Saving Views

New Features of
the Modernized

Record List—Default View Admin Quick Reference PRS
Lookup By - Customize Columns Saved Views - Export - * Ab|||ty tO reorder
- columns
Save Current View As...
View Record Group A— 0 * Ability to save views and
. access all views from a
Clear Filters e Single location
Public Site View
Open TTTWalkthrough
Open Testforinforma
Open TTTUnitsOtherThanParts

m) National Library of Medicine CIinicaITriaIs.gov




| Record List: Filtering Columns

Record List—Default View Admin Quick Reference
Lookup By ~ Customize Columns Saved Views ~ Export -
Problems
View Record Group 1  unigue Protocol ID 1 Tags I  Resusmodules net 01 ClinicalTrials.goviD T

irlclud.ed.

Clear Filters [ ]

m) National Library of Medicine

New Features of
the Modernized
PRS

» Ability to reorder
columns

» Ability to save views and
access all views from a
single location

» Ability to filter data in all
columns

ClinicalTrials.gov




| Record List: Sending Emails

New Features of the
Search All Columns n MOdernized PRS

Brief Title 1  Record Owner £  Responsible Party 1 Ability to reorder columns

Ability to save views and
access all views from a

single location
Ability to filter data in all

Example for TTT Adminis‘h‘atnr@aceg AdminStacey

Walkthrough . columns

Test for Informa Administrator Michael Sponsor Abllgy to C_|||Ck OE namhes_to

Conference AdminMichael send emails without having
to open a record

Units Other Than Administrator Stacey Sponsor

Participants Study

AdminStace
Design Example " 4

m) National Library of Medicine CIinicaITriaIs.gov




| About the Modernized PRS

Welcome to the modernized PRS. Back to classic PRS.

version v5.5.1

National Center for Biotechnology Information

m National Library of Medicine . Contact ClinicalTrials.gov .

Administrator Stacey

ClinicalTrials.gov
Record List ~ About ~ @ Admin  pRsTriningDevelopment

PR Protocol Registration
& Results System

About the Modernized PRS |;

How to Videos: PRS Fa SI@FEI

@ Welcome to the Modernized PRS! Please use it to enter, review, and submit a study protocol. Release Notes (PRS TEST)

Close X
* Work seamlessly with the classic PRS by saving changes on one website and moving to the other.

* Note that you may have to go to the classic PRS to resolve some validation issues.
* Records with Results, Delayed Results, and Study Documents can only be opened in classic PRS.

Create New Record

Record List—Default View Admin Quick Reference Problem Resolution Guide Records ~ Batches ~ Accounts ~ Help ~

Search All Columns

Lookup By ~ Customize Columns Saved Views ~ Export -

Problems
View Record Group 1  Unique Protocol ID T Tags T Resuls modules not () 1 clinicalTrials.gov ID 1  BriefTitle 1 Records
included.
Clear Filters
Open TTTWalkthrough + Entry Not Completed Example for TTT In Progi
Walkthrough

* Never Released

ClinicalTrials.gov
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| About the Modernized PRS (cont.)

=g v Yo of14 | =) | I Q| @z B

Welcome to the modernized PRS. { About the Modernized PRS
m National Library of Medicine Menu

National Center for Biotechnology Information

About PRS Modernization

ClinicalTrials.gov

PR Protocol Registration Working in the Modernized PRS
& Results System

Record List Views

Customizing the View — Selecting Records per Page and Navigating Pages

Customizing the View

Selecting and Ordering Columns

@ Welcome to the Modernized PRS! Please use it to enter, review, and submit
Customizing the View — Filtering

* Work seamlessly with the classic PRS by saving changes on one website and moving to the other.

* Note that you may have to go to the classic PRS to resolve some validation issues. Saving Custom Views

* Records with Results, Delayed Results, and Study Documents can only be opened in classic PRS.
Accessing the Planning View and Public Site View

Using Other Features on the Record List Page

- - Accessing User Account Information
Record List—Default View Admin Quick Reference  Problem Resolution .
Adjusting Column Widths
Contacting ClinicalTrials.gov
Lookup By ~ Customize Columns Saved Views ~ Export - Emailing PRS Users
Exporting Records
View Record Group 1  unique Protocol ID T Tags Help Links and Other Menus
Returning to the Classic PRS Home Page
Clear Filters
Sorting Columns
Open TTTWalkthrough Understanding the Tag Column

Help: Using Links to Send Email Messages

m) National Library of Medicine CIinicaITriaIs.gov



| Fast Forward Videos

Welcome to the modernized PRS. Back to classic PRS.

m National Library of Medicine

National Center for Biotechnology Information

ClinicalTrials.gov

P R Protocol Registration
& Results System

* Note that you may have to go to the classic PRS to resolve some validation issues.

Lookup By - Customize Columns Saved Views ~ Export -

View Record Group 1  Unique Protocol ID 1 Tags
Clear Filters
Open TTTWalkthrough

@ Welcome to the Modernized PRS! Please use it to enter, review, and submit a study protocol.

* Work seamlessly with the classic PRS by saving changes on one website and moving to the other.

* Records with Results, Delayed Results, and Study Documents can only be opened in classic PRS.

Record List—Default View Admin Quick Reference  Problem Resolution Guide

Record List

About the Modernized PRS |;

About ~ @ Admin  prsTrainingDevelopment

version v5.5.1

Contact ClinicalTrials.gov

Administrator Stacey

How to Videos: PRS Fast Forward

Release Notes (PRS TEST) 6 Close X

Records ~ Batches - Accounts ~

Problems
Results modules not o 1 clinicalTrials.gov ID
included.

* Entry Not Completed
* Never Released

Search All Columns

?

Help -~ Create New Record

Brief Title 1 Records

Example for TTT In Progi
Walkthrough

m) National Library of Medicine

ClinicalTrials.gov



| Fast Forward Videos (cont.)

ClinicalTrials.gov Demonstration Videos L

. . .. In 2019, NLM began a multi-year effort to modernize the ClinicalTrialz gov public website and the related clinical trial information submission and management portal, the
Natlon al le ry Of Medlc ine Protocol Registration and Results System (PRS). One of the strategic goals of this effort is to improve the user experience.

National Center for Biotechnology Information
Fast Forward from ClinicalTrials.gov is a series of short videos provided to educate users on the modernized websites. They address common guestions directly from

users on how to accomplish tasks on the modemized public website and PRS. Your feedback is welcome as we develop mare videos

ClinicalTrials.gov

P R Protocol Registration fent

& Results System Videos on ClinicalTrials.gov

These brief videos show users how to perform commen tasks on the ClinicalTrials.gov website.

How to Find the Total Number of Studies in How to Search for Studies That May Interest You How to Leam if a Study May Be Recruiting and Find
ClinicalTrials gov (DD:49) (02:47) Contact Information (02:33)

@ Welcome to the Modernized PRS! Please use it to entel

* Work seamlessly with the classic PRS by saving changes on one website 3
* Note that you may have to go to the classic PRS to resolve some validatid
* Records with Results, Delayed Results, and Study Documents can only bg

of studie: rials.gov

Keyboard controls: Space bar- toggle play/pause; Right and Left Arrow- seek the video forward and back; Up and Down Arrow - increase and decrease the volume; M key-
toggle mute/unmute; £ key- toggle fullscreen off and on.

Record List—Default View Admin Quick Referd | .\ = . brs

These brief videos show users how to perform commeon tasks on the PRS.

How to Navigate Between the Medemnized and Classic How to Filter the Medemized PRS Record List for How to Create and Find Record List Views in the
PRS Websites (02:47) Records with Problems (02:03) Modemized PRS (03:21)

Lookup By - Customize Columns Saved Views ~ Export -
(pe——— e Re—— el

How to n een the
View Record Group 1  Unique Protocol ID T Imic
s

Clear Filters

How to |dernized jpu How find .
P ist - recor > in the
for records ablems mo S

How to Find and View ClinicalTrials.gov Quality Control
Review Comments in the Modernized PRS (02:05)
Open TTTWalkthrough

| —
| nomip--==-pven g
m) National Library of Medicine CIinicaITriaIs.gov




| Fast Forward from ClinicalTrials.gov

Series of videos that include tips
for using the modernized PRS:

* How to Navigate Between the
Modernized and Classic PRS Websites

ot

 How to Filter the Modernized PRS
Record List for Records with Problems ClinicalTrials.gov

FAST FORWARDS

e How to Create and Find Record List
Views in the Modernized PRS —

« How to Find and View ClinicalTrials.gov @ Demo Videos
Quality Control Review Comments in
the Modernized PRS

m) National Library of Medicine CIinicaITriaIs.gov


http://www.nlm.nih.gov/oet/ed/ct/demo_videos.html

| Action Expected and Records with Problems (1)

Record List Record List

Flanning View Flanning View

Action Expected +  All Records l Action Expected v | All Records

All Actions

Lookup By ~ Customize Columns Saved Views - Export ~ Update Expected Saved Views ~ Export -
Corrections Expected

Save Current View As...
; Results Expected 1 Unique Protocol ID 1
All Results Expected

View Record Grou|
P Default View

Planning View

Clear Filters -
Public Site View | O Apply | Reset ‘

Open Testforinforma pe— Testforinforma

Open TTTUnitsOtherThanParts Open TTTUnitsOtherThanParts

Open Record Progress Open Record Progress
Message Test 2 Message Test 2

m) National Library of Medicine CIinicaITriaIs.gov



| Action Expected and Records with Problems (2)

Record List—Default View

Lookup By ~

View Record

Clear Filters

Open

Open

Open

Open

Open

Open

Customize Columns

Group I

Neuroscience
Department

Saved Views ~

Unique Protocol ID 1

TTTWalkthrough

Testforinforma

TTTUnitsOtherThanParts

TTTClusterRandomized

Record Progress Message
Test 2

Multiple_Period_SA_OnlineTTT

Export -

Tags

DR

DR

Adm
Problems
Results modules not o I
included.

v

» Entry Not Completed
» Never Released

» Entry Not Completed
« Update Mot Released

« MNever Released

Record List—Default View

Lookup By ~

View Record

Clear Filters

Open

Open

Open

Open

Open

Open

Customize Columns

Group t

Neuroscience
Department

Saved Views ~ Export ~
Problems:
Unigue Protocol ID I Tags Results modules not
included.
Problems
TTTWalkthrough D Records with Any Problems
D Records with No Problems
Testforinforma D Pem{bPRS Review Comments
D Entry Mot Completed
TTTUnitsOtherThanParts
D Mot Recently Updated
D Record Has Errors
TTTClusterRandomized D Missing FDAAA Information
Record Progress Message e —
Test2 ‘ @ Apply ‘ Reset

Multiple_Period_SA_OnlineTTT

(i

Adrrl

Problems

Records with Any Problems

D Records with No Problems
Pending PRS Review Comments
Entry Not Completed

Mot Recently Updated

Record Has Errors

Missing FDAAA Information

Reset

m) National Library of Medicine

ClinicalTrials.gov



| Help Drawer

Welcome to the modernized PRS. Back to classid

National Library of Medicine Organization's Unique Protocol ID

National Center for Biotechnology Information

New Help Drawer

Enter the unigue string of characters used by the sponsor
to identify this study record.

ClinicalTrials.gov
PR S Protocol Registration Re
& Results System

* Includes the following for
each data element:
 Brief guidance

* Additional information
 Data element definition

Additional Information

The Unigue Protocol 1D

Create New Record

= Can be the study's ethics committee approval
number, grant number, institutional review
board number, or any similar unigue identifier
« Can be used for only one record in the

Review these tips before creating a record. cencelrecd organizatiorts PRS account

1. Use the PRS account of the study sponsor.

a. Verify that the study spensor (the initiator of the trial) has a PRS account and that you are us Data Element Definition

b. For help, see:

Pop-out feature is easy to

How to Apply for a PRS Account Unique Protocol Identification Number *
2. Only the responsible party can register the study. Definition: Any unique identifier assigned to the h g | t . d t
a. You can create the record even if you are not the responsible party, but only the responsible protocol by the sponsor. See W I e e n e rl n g a a

party will be notified when the necessary information has been entered.

b. For help, see:

How do | determine who is the responsible party for a study? Link ta DED
. The study should be registered only once.

a. A study with multiple collaborators or sites should only be registered by the study's responsilé

b. All study sites should be listed in a single study record.

Limit: 30 characters.

anywhere on the page.

w

Drawer is consistent with
the modernized
ClinicalTrials.gov
glossary design.

* Required
* § Required if Study Start Date is on or after January 18, 2017
[#] conditionally required

Organization's Unique Protocol ID * %

30 characters allowed

m) National Library of Medicine CIinicaITriaIs.gov




| Side Panel Navigation

Welcome to the modernized PRS. Back to classic PRS. versionvs.5.1 |

National Library of Medicine
National Center for Biotechnology Information

linicalTrials.gov

Cl - - -
PRS [ T Side Panel Navigation
& Results System

Example for TTT Walkthraugh  NGTID notyet assigned T Twalkthraugh ! site ° Aft e r r e C O r d C r e a ti O n ’
Record Summary Protocol Study Documents Results u S e rs Ca n a Cce S S a n y
D protacol Summary module for data entry.

Information does not

Study Identification

St Gentfcaton need to be entered in
Sponsors and Collaboratars Organization's Unique Protocol ID O rd e r

TTTWalkthrough
Oversight
Brief Title
Study Description Example for TTT Walkthrough I
Candirs Acronym Users can also access

Study Design Study Type eaCh mOdU|e from Wlthln

Interventional

- the protocol summary.

o)) The Edit Mode toggle

| allows users to view a
Sty taws record in read-only mode
1 or make edits.

o
by
B2 Feedback

m) National Library of Medicine CIinicaITriaIs.gov




Record Summary: Validation

and Review Dashboard

System Validation and Review Dashboard

Protocol Validation Review Comments

o 1 Error

There are 1 errors that need to be corrected
before this record can be submitted for PRS

Review.

1 Warning

There are 1 warnings that, if not corrected, may

lead to issues during the PRS Review process.

© onotes

This record has no notes at this time.

Section Qverview

Protocol Section Errors
Study Identification >

Study Status >

Sponsors and Collaborators >

Oversight »

Study Description »

Conditions >

Study Design  »

I (1) Armsand Interventions > I 1

Qutcome Measures 2
Eligibility >

Contacts and Locations >
IPD Sharing Statement >

References >

m) National Library of Medicine

Protocol
Validation Tab

Errors, warnings,
and notes are
tallied on the left.

Modules with

errors are
flagged; clicking
on the module
name takes the
user directly to
the module.

ClinicalTrials.gov




Record Summary: Validation
and Review Dashboard (cont.)

Protocol Validation | Review Comments | ReVieW C O m me nts
General Record Comments Ta b

These include any comments about the overall record.

Major issues and
General Comments 0 0 AdViSO ry
etz ol Comments are
Module-Specific Comments ta”ied On the Ieft_

These include comments about individual protocol modules.

JH 3 Major Issues

Major issues must be fixed before the record can be

Protocol Module Major Advisory M O d u I e S W i t h
Study Identification > 0 0 M . C t
Study Status > i} 0 aJOr Om men S
Sponsors and Collaborators > 1] ] a re flagged ;
Oversight > i} 0 " "

— clicking on the
n Study Description » 1 0

Conditions > 0 1 mOdUIe name

arments b st the sy e 3 Sy pesien 2 ’ : takes the user
whole or about specific modules of the protocol. Arms and Interventions > 0 1

JB outcome Measures > 2 2 direCtIy tO the
Eligibility > 0 mod u Ie .

E 4 Advisory Comments

Advisory comments should be addressed to

Contacts and Locations > 0
IPD Sharing Statement > 0
References > i]

m) National Library of Medicine CIinicaITriaIs.gov




| Poll Question #2

Which of the topics below would you
like to see in a Fast Forward
demonstration video?

A. How to add users to the access list for a
record

B. How to update the Protocol Section of an
existing record

C. How to find information on the Record
Summary page

D. Other

m National Library of Medicine ClinicalTrials.gov




Moderated Q&A Instructions

We welcome your questions for our presenters.

To bring up the Q&A box, click

on the Q&A icon on your Zoom ™ m, o
menu bar. Aoact  Foale hand

m) National Library of Medicine






























Thank You!

Learn More

Find out about the modernization effort:
https://clinicaltrials.gov/about-site/modernization

Stay up to date with the

Hot Off the PRS! e-bulletin:
https://bit.ly/33qcZBb

Q

s

i Contact us:

reqister@clinicaltrials.qov

m) National Library of Medicine CIinicaITriaIs.gov


https://clinicaltrials.gov/about-site/modernization
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