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Maximizing the CTSU Website

e The CTSU has a robust website that serves as the center
point for many of the activities sites perform with respect to
the conduct of NCl-funded clinical trials.

e These are some tips and tricks that apply across the website,
as well as some that are more context-specific.

— The goal is to help those using the website to become more efficient
and self-sufficient and minimize the need to contact the CTSU Help
Desk.

/,.'__‘?\\. Cancer Trials Support Unit
crsu £ SERVICE OF THE MATIONAL CANCER INSTITUTE
o R _||... e

Welcome Jenny Rebecca Hopkins. Your password will expire in 94 days. Impersonate another user

C LMl Protocols Dashboard Regulatory~= OPEN  Data Management=  Auditing & Monitoring= RUMS~  Delegation Log=  Resourcesw
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Things to Look For on the Website

e Click on[z#]or [F==<F] on most pages/applications to
find details on their use (i.e., user guide-type
content).

e Use o/ buttons to display context-specific details.

e Use More Commands [=] or Export to Excel [s]buttons
to export tables/grids for review and distribution.

e Use filters to focus your queries and reports.

e Use the Dashboard for information that is
personalized to you and your site(s).

e Use CRISP to subscribe to email notifications.

10/3/2019 Cancer Trials Support Unit (CTSU)



Page-Specific Help Content

* Help Topics [k e Other help content,
— Home Page incl. user guides or [z,
— Regulatory — Dashboard
— Source Document — OPEN
Portal — Data Management,
— RUMS incl. DQP

— Delegation Log — CRISP
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Person Information (Including Your Own)

Click on the My Account Use the Person @ button to
button to access information view affiliation and registration
about your account data (all persons)

Hopkins, Jenny (500178)

Name Hopkins, Jenmy CTEP ID 500178
Primary Site WESTAT Site Name WESTAT
Cancer Trials Support Unit NCI Registration Status Active NCI Registration Type ap
THONAL CANCER INSTITUTE MCI Registration Expiry 10/06/ 2019

My Account | | cr a
e i A |
I T " 1 Email ennyhopkins@westat.com
, |Passwor Changs Password | i ﬁ
Name: Jenny Hopkins o | 94 days Sl i Office phone

|Expires

|Account Expires

cctsuontwil| | 7 hssocise
ith the latest c7|| |Email:  jennyhopkins@westat.com [Member Type: ) o Office e, Jenny Rebecca Hopkin
| G
| cmed| | Admin View
== i |Receive CTSU Email Y et
PMB Status Active | Network Site CTEP CTEP
| quid |Review Status G:D:; [ [F = Site Name Study Type [Status |Date e |

=1 Review Decision |t
S |Rejection Reason

5 M User Class |Has Change User? True

m ¥ Check here to subscribe to CTSU Bi-Monthly Broadcast email.

All Organizations of which you are a member will show as well as each site you are |
rostered to (for each organization).

CTEP ID Mamea Status Status Date
Mo Practice Site information available.

This information will show for Investieators and Non-Phwvsician Investigators.

IRE Number Name CIRB Status Status Date
Mo IRB information available.

This information will show for Investieators and Non-Phvsician Investigators.
gglstralion Document Type

EXPi ratio n dates E ) Can hyperlink directly to these documents within
and registration

Do you receive
the Bi-Monthly

the Registration and Credential Repository (RCR).

Training [Completion Expiry
Broadcast!? e S et
. Human Subjects Protection Training Westat 10/01/2016
GCP/ICH Obligations of Sponsors, Monitors, and Westat 01/01/2017 01/01/2020

Investigators
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Tips for Rostering
in RUMS

* Review the Help Topics

— Includes the rostering business rules and roles and
access matrix (by organization)

e Use the browser filters to run reports
[Org Roster Browser || CTEP ID Search |[ Tracking |

Overview

Application Access

RUMS Integrations

RUMS Business Rules

Managing RUMS Reguests

Resources

Roles & Access

| SWoG v || K5004 ¥ | Rave CRA ¥ || All Registration Types ~ || All Persons | ™ || All CTEP Statuses 7

7
el

Change page: EEEE SWOG Roster

Registration
Type

Registration
CTEP ID CTEP Status Expiry Date Roster Status

5 ) éﬁfs"date Active 17-Sep-2019 = KS004 Active % Rave CRA @
) pssodiate Active 04-Aug-2020  KS004 Active % Rave CRAD
o ’;lsusso‘:iate Active 20-Oct-2019  KS004 Active % Rave CRAD
) ﬁﬁfso‘:iate Active 07-Mar-2020 KS004 Active % Rave CRAD
5 ) ‘;-l‘ifso‘:iate Active 07-May-2020 KS004 Active ¥ Rave CRA D
) Assodiate Active 20-May-2020  KS004 Active % Rave CRAD

— Export query output to Excel

Add Person | & &) =l

P)NCORPSYS
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More RUMS Tips
e Find someone’s CTEP ID using the CTEP ID Search

[Persnn Roster BrovaEr][Org Roster Browat—:-r] Tracking Query on fUII or
partial first and/or

last name

© Jenny Hopkins

1 records found.

%' &' CTEP ID Search

First Name Last Name CTEP ID Status Expiration date

1 Jenny Hopkins Rockville

Note: The rows shown in red text ind Clt)’/St&tG/ZlP
help to confirm

e Use the RUMS Tracking tab to view and respond to
roster owner queries

[Persan Roster Browser iv[ Org Roster Browser “ CTEP ID Search ] @ 944 Q0
Apply Filter % Help Topics | =
r Requests

Operation Roster  Site ] Registration Type Request Status  Action
8592232 @ 08-4ug-2019  Add Investigator SWOG Investigator QUERIED (@) &
892222 @ 08-Aug-2019 Add Investigator SWOG Investigator QUERIED (Z) &y -
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Viewing Regulatory Information

Use filters to focus See what is needed

your search to obtain approval

R e Bl | Protocol Requirement atory Submission |v]

el Topics
Site Number: _ Registration Status: | Pending | ¥ | Protocol Status: | Al Protocol Statuses pe:

All IRB Types -
Protocol: Pick || Go | Disclaimer

AE

IRB Approval CTSU Collecting Member Site : - .
Expiration IRB Continuing Of LPO or Registration o ngaReE:;ﬁgaenE o
(Days) Review? PO Status PP

Protocol IRB
L) Status Type

Temporarily . .
@ S1400F  SWOG Closedto  CIRE 275 Yes Y pending Protd °t' 'SATE”"D‘I”‘"”'V
Accrual 0s5el [0 ACCrua

Reqgs not complied [Echo Lab
1501 SWOG  Active CIRE 141 Yes ¥ Pending Validation {due

05/31/2018}]

Regs not complied [Site
1500 SWOG  Active CIRE 83 Yes Y Pending Requirements Form {due
02/21/2019}]

CIICk on I bUtton Site Numbermne Status : Pending Protocol : 51501
Principal Inv : _

to view the site- Comment :
protocol Pl and the [
status of protocol
requirements

Description Required By Date Required? Complied?
09/15/2017
SITE_QUALIFICATION Eche Lab validation 05/31/2018 v

IRE Approval
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Data Quality Portal Reminders

and Tips
e DQP Access

— Anybody rostered to a site can view the DQP; those with
Rave-related roles can link directly into Rave from the

DQP&]
e DQP Reports
— Aging Report Summaries — DQP Summary Table (Rave Home)
— Delinquencies/Queries by Form — DQP Timeliness Reports (Quarterly;
— Rave Delinquencies/Queries Static)

e Exporting DQP reports

— Reports can be exported when the More Commands
icon or the Excel icon||is displayed.

|
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More DQP Reminders and Tips

e Remember that the DQP refreshes nightly.

* Drill down to the form/field level in Rave to find delinquent
forms and outstanding queries that you can’t see at the site,
patient, or folder level.

e DQP User Guide

— The DQP Site User Guide provides assistance for using the DQP and
is accessible via the Help icon | 2 heip

e Use CRISP to subscribe to bi-weekly notifications from the
DQP (and SDP).

Cancer Trials Support Unit
A SEFVICE OF THE NATNINS CANCER INSTITUTE
L A AL l

=| CTSU Report and Information Subscription Portal ]

otocols o heooesy| Add Subscriptions Wizard  CRISP User Guide

ubscriptions 3. Review and Confirm

e CTSU on Twitter
ith the latest CTSU Ng || [

I
pdates | CIRB Update]

. P g A CTSU data delinguency netification about Data Quality Portal (DQP) and Source
CTSU Data Delinquency Notification for Sites Document Portal (SDP).

¥ [View Arc
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Dashboard Reminders and Tips

e The CTSU Dashboard contains all available data specific to
each person, their associated sites, and protocols of interest.
The Dashboard can be customized to suit your needs and
preferences.

e Available portlets:

| [ site Accrual Report 2 v | | [T] Protocol Accrual Summary O v |
| |_,:_| In-Progress Enrollments P~ | | |_,:_| Expiring IRB Approvals 2 |
| [T"] Multi-Step Enroliments O v | | [T CTEP Profile 0w |
| [T"] Rave Study Access IS | | [T"| CIRB Site Approvals 2w |
| [T Site Registration P v | | [T_] DTLs Awaiting CI Approval 2 v |
| |_|:_| Unviewed DSNs 2 v | | |_,:_| CIRE Document Updates O v |
| [7] Quick Links P v | | [T site Registration Summary IO |
| |_,:_| CTEP Status Neotifications S | | |_,:_| Protocol Profile ISR |
| [T Newly Posted Protocols D~ | | [T"]| Outstanding Funding O v |
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Dashboard, Cont.

* Many portlets contain information you can find
elsewhere, but the dashboard allows you to see them
in one place, with your preferred filters in place.

— For example, you can view data only for the protocols
your sites are registered for:

]
>
il

|'_|_:| CIRE Document Updates at all sites <

All Sites F || Registered Only w | | Last 7 Days - | Go

%' = CIRB Document Updates

# Post Date Protocol Updates
04-5ep-2019 | EAZ142 Protocol Version Date 07/31/15

0d-Sep-2019 | EAZ2165 Protocol Version Date 07/28/15

3 03-5ep-2019 | 51203 Continuing_Review August 2019
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Which Studies Use Which Applications!?

e In the Dashboard (Protocol Profile Portlet)

# Home Protocols [, BEEEE M Regulatory OPEN  Data Managementw  Auditing & Monitoring»  RUMS~w  Delegation Log»  Resources=  Collaboration

&y ' | Al Sites = ﬂ Video Tutorial Dashboard Management Info Profile : | Pratocal - | 1l H tﬁ?
[1_| Protocol Profile = o e
Search Protocol ¥ || Active x v || Go
2 - b bl 150
#  Protocol Number  Status Status Date APCD PCD CRE OPEN RAVE TRIAD TSDV DQP CM DIL  CTEPAERS  EPRO
MNRG-LUQ0S Active 28-May-2019 2§-Dec-2026 ~ w w v ~ ~ v w v
2 515004 Active 17-May-2019 21-Feb-2023 o V W W " o X " W X
51803 Active 27-Jun-2015 01-Feb-2025 o £ w x 4 o X X W »
4 AQ3T102 Active 01-Jul-2015 J1-Jun-2024 16-Jan-2018 W W W x W W x x ® 4
5 EAB134 Active 11-Apr-2016 02-0ct-2022 4 ~ L ® " 4 ® b3 ® b3
[ MSABP-B-51 Active 22-Aug-2013 31-Jul-2020 ' ~ w w X B X 14 ® X
7 EAY131 Active 31-May-2016 30-Jun-2022 w £ w w 4 w X X X X
& NRG-CC003 Active 29-Jan-2019 31-Jan-2022 o £ ' w 4 v' X X x »
9 E4512 Active 158-Aug-2014 01-May-2022 W W W x W W x x ® 4
10 EA31E1 Active 20-Jun-2019 -Jan-2027 4 ~ L L " 4 ® b3 L b3
Pagelof15 k | Last update: 6:08:52 PM UTC

* In an individual protocol page

Supported By:

DTL

CTEP-AERS/
INTEG

ePRO
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CRISP Notifications

e The CTSU Report and Information Subscription Portal
(CRISP) allows staff to manage automated subscription e-mail
notifications in a central location.

 Some automated emails are distributed to certain individuals
based on their roster roles (e.g., Primary Contacts) or other
activities (e.g., the individual who uploaded something in the
SDP that was then rejected), but these and other notifications
can also be subscribed to via CRISP.

% CTSU Report and Information Subscription Portal

V=Wl Cancer Trials Support Unit

AEERUEE 5 R NSRS EMRED R C-'TSIJ CTSU Report and Information Subscription Portal

G Protocols Dashboard Regulatory=  OPEN

Add New | |CRISP User Guide
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Available CRISP Notifications

Add Subscriptions Wizard CcRISP User Guide

3. Review and Confirm

1. Select Notifications 2, Configure Subscriptions

e

2|

=

Data Management Updates
1 CTSU Data Delinquency Motification for Sites

CTSU Source Document Portal Notification - Documents Rejected
By the Lead Protocol Organization For Site

CTSU Adverse Event Reconciliation Motification : NCI Expedited

3 Adverse Event Report is Recommended

Enrollment Updates

1 Summary of Multi-step Enrollments at all Sites
2 Accrual Updates for Selected Protocols at your Site
3 Step change for multi-step enrollments on selected protocols

Person Roster Updates

1 Summary of Changes to the Selected Person Rosters
Protocol Updates

1 New Protocols in Your Area of Interest

2 Addition of New Protocol Versions (Summary)

Regulatory Updates
i IRE Approval Expiring in 30 Days

2 Site Registration Status Changes

A CTSU data delinguency notification about Data Quality Portal (DQP) and
Source Documeant Portal (SDP).

A CTSU Source Document Portal notification about rejected decuments.

A CTSU Data Management AE Reconciliation Notification about AE Missing
Tickets.

Provides a summary of multi-step enrollments at your selected sites
Lists accrual updates for selected protocols at your site.

Step change for multi-step enrollments on selected protocols

Lists all roster additions/withdrawals including person role changes made to
the selected roster during your specified time range

Lists all upcoming studies in your selected area of interest or disease category

Motification of Additional New Protocol Versions

Lists all IRE approvals due to expire within 20-days

Provides a summary of Site Registration Status Changes

More notifications are in development!

10/3/2019
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General Resources

THE NAT]
Account CRISP | onate an user
3-8 Protocols Dashbeard Regulatory~= OPEN  Data Management=  Auditing & Monitoring= RUMS~  Delegation Log-

e Resources area of the website

— CTSU Operations Information is especially useful for those
new to the CTSU

— We are working to develop orientation/overview materials

 Remember the help content for individual pages and
applications!

e CTSU Help Desk
— CTSUContact(@VVestat.com
— 1-888-823-5923
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THANY you

Questions!?

The CTSU has a table at the ORP Open Forum

this afternoon, where you can ask about this
content or anything else.
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