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Agenda 1. COVID-19 Information

2. Source Document Portal (SDP) /
CTEP-AERS Integration

3. OPEN Updates

4. Provider Association and the Roster
Update Management System (RUMS)

5. ePRO
6. Finding Help
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COVID-19 Information
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COVID-19 Information Page

> Contains all information received by the CTSU in one place
> Announcements organized by:

+ NCI & other government entities (only appears on the COVID-19 page)
+ Networks (e.g., NCTN)
— Lead Protocol Organization (LPO)
* General announcements
« Protocol-specific announcements
> Documents are posted in the order they are received
> Network announcements are also posted to other locations on the website

+ E.qg., protocol-specific announcements are posted to protocol updates and protocol-
specific webpages
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Location

> Accessed from the COVID-19 Info Page button located on the CTSU banner/header
CTSU

Cancer Trials Support Unit
A SERVIGE O THE NATIONAL CANGER INSTITUTE

[UCN Protocols

Dashboard _Regulatory~ OPEN _Data Management~ _Auditing & Monitoring~  RUMS~.

> NCI/CTEP hosts a CTEP Coronavirus Guidance Page;
The link is available from the Important Notice on the CTSU website

COVID-19 Information

|Announcements from NCI and the LPOs will be posted as they are received. Use the COVID-19 button located
at the top of the CTSU members' website to access the COVID-19 Information page. (login to members’
website required). Additional information from NCI is available on the CTEP Coronavirus Guidance page. (posted
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CTSU COVID-19 Information Page
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Reporting COVID-Related Protocol Devi

> New posting lists instructions on reporting COVID-19-related protocol deviations
> Grid organized by LPO

> Located on COVID-19 Info page and Resources > CTSU Operations Information >
Education & Reference

Instructions for Reporting COVID-19 Related Protocol Deviations

o Instructions for Reparting COVID-19 Related Protocol PR —— wrethod

ABTC | Sites should record deviations using the paper deviation log which | NA. Paper Deviation Log; site
is located under the COVID policy on the ABTC website (Document to upload monthly to
Area - General Information > COVID-19 Documents). Once Rave once Rave form is
‘availabl, instructions will be provided for ites to upioad the log available
into Rave each month.

Alliance | The Allance has implemented a single Rave study, Two Rave forms nthe | Rave Master Stud
ALLIANCE_COVID-19-Reporting, for the centralized collection of | Master Study (ALANCE Covip-10-
411 COVID 19 pandemic-related data for patients on Allance (ALLIANCE_COVID-19- | Reporting)
clinical tials, Reporting):
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NCI COVID Protocols

> NCI is sponsoring two COVID-related protocols A peme m feetion
o
+ NCICOVID: NCI COVID-19 in Cancer Patients Study 5
(NCCAPS): A Longitudinal Natural History Study
+ TRC-10446: Tocilizumab in Hospitalized Cancer Patients E ég: gfl.;vulw wren
with Coronavirus 2019 (SARS-CoV-2) and Severe j:é:';:’; e
Complications of Coronavirus Disease 19 (COVID-19) 18uem
> Located in the new NCI folder in the protocol tree HoNe
"~ @ Qncicovip
> New NCI node in Accrual Reports e
S Reports
= mecrunt reports
Ename
Sereme
Cinconres
nao
SIAVA Studies e
Ciccorg
A
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NCICOVID Trial Webinar

> Webinars were conducted in May/June on NCICOVID

> Recording, slides, and Q&A are in NCICOVID protocol-specific page >Documents >
Education & Promotion

[IS——

Education and Promation Materials

1 & Study Calendar 01-11ay-2020
2 & schema 01-May-2020
3 cLass: Specimen Tracking Training. Guide
4 & Specimen Tracking: User Guide v.0
5 & Specmen Tracking: ETCTN and CTMS Training
6 & Specmen Kt Management User Guide 27-may-2020
7 & neoa: tion Resources for Study Sites - Word Version 139un-2020
8 & ces for Study Sites - POF Version 139082020
0 & i 19-9un-2020
10 & Coronavirus study visual 159un-2020
11 [ & KCICOVID Overview - Sides — une 2, 2020 0232020
2| - ing - June 2, 2020 02:3un-2020
fE) —Qand  from Sites - June 2, 2020 02:3un-2020
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Source Document
Portal (SDP) / CTEP-
AERS Integration

New Submission Process for Supporting Documents

Cancer Trials Support Unit www.ctsu.org

> The Source Document Portal (SDP) will be used to collect supporting documentation
for Adverse Events (AE) reports beginning late summer/early Fall, 2020

> Current process is to check the box(es) on the Additional Information screen
indicating which documents will be faxed to the AE Review Team when submitting
supporting documents for an AE report in the Cancer Therapy Evaluation Program -
Adverse Event Reporting System (CTEP-AERS)

> New process will be direct upload of supporting documents on SDP via a hyperlink
on the Submission screen (rather than fax)

> Persons with Rave roles will be able to access the Safety Ticket Documents screen in
the SDP
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Landing page from CTEP-AERS

i set with ticket

Safety Ticket Details

St (Protocol 1202 Paint: 12010216 | TRKBETHHSSS | Oyl
ket Fnder
o ) s Mo [povnby e ]
+
x
x
x
x
Dl 1 echuz 209 0913334 ) z Select a
+ document to
\ : either link or
\ 2 upload
2 e
D already uploaded to the :
s . . H
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Best Practices

> Skip the SDP link/upload step if the
AE report does not require any
supporting documentation

> Site staff responsible for reporting
in CTEP-AERS wiill also be
responsible for uploading
supporting documents in the SDP

> All communication between site
staff and AE reviewers will continue
to be via email
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Upload vs. Document Linking

> If a document is required to support
the information on an AE report, first
check if the document already exists
in the SDP

- If the required document appears on the
Safety Ticket Documents screen, link the \
document to the ticket rather than
uploading a duplicate document

> The current fax-based process for
sending supporting documents to the

AE review team will remain in place > N\
for non-RSS managed protocols —== |
— ]
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Multiple Supporting Documents

> There is flexibility with document
uploads

+ More than one version of a
document type (e.g., two laboratory
reports for the same cycle as the
ticket)

- Documents from a cycle other than
the cycle on which the AE occurred
(e.g., a laboratory report for a
different cycle than the ticket)

Cancer Trials Support Unit www.ctsu.org
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OPEN Updates

New Features

Cancer Trials Support Unit www.ctsu.org

OPEN Updates

> Sites in a follow-up status can now view historical data in OPEN and enter
funding data for their enroliments

> Updates to the funding screens and funding reports

+ Ability to search funding
between specific date
ranges in the funding

report (see right) S8 e ot e ot et i e o001 3 et e sk ers

e — T

<1230 01 (357) @ [Sawehcear
]

Funding Report for

8T s s Gt Ok, kb e ot O

] [
ey ey = =

Increased number of records that can be exported to excel for the funding report

New column for collect type (mandatory, mandatory request, conditional, optional) in
the OPEN funding screen
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Provider Association
and The Roster
Update Management

System (RUMS)

New Features & Reminders
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Provider Institution Roster -The Basics

> Providers are entities that provide essential research-related services to the
enrolling institution

> Types of Providers in RSS

+ Radiation/Imaging - originate with the Imaging and Radiation Oncology Core (IROC)

+ Targeted Radio Pharmacy (TRF) - originate with the Pharmaceutical Management Branch
(PMB) for CTEP IND studies

> Providers may be at the enrolling institution or a separate entity that works via an
agreement with the enrolling institution

+ Ex. 1: John Hopkins University/Sidney Kimmel Cancer Center (MD017)/(RTF-1652)

+ Ex. 2: Community Hospital linked to provider at an Academic Center
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Provider Institution Roster —Additional Facts

> Has a CTEP Identifier

> Cannot be claimed on a network roster

> A provider may link to many enrolling
sites, or an enrolling site may link to
many providers

> Can be credentialed for modalities to
comply a protocol-specific requirement
(PSR) for the enrolling site

> Will be available on the Delegation of
Tasks Log (DTL)

Cancer Trials Support Unit www.ctsu.org
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Provider Association Applicati

A tome protocls Dastonrd [ 0751 ot Meravermert~ Auding 8 Nonkorng~_ RUNS~
Anybody at the (St Regiroton) protocl neairements | gRROOROON oy Subrission <] in i prferences |
enrolling site can view Ste: (e 7] Status: ® Active O TnactiveO Al

provider

@ = provider Associtions

Persons with a primary

Provider CTEP 1D Provider Name Member Role Status  Status Date _Action

|@ rF-2574 Saint Paul Cancer Care Center  RT1 acTive 0s-Nov-2018 @
|@ rrF-2026 Regions Hospital T AcTIvE osul-2016 @

/

5D provider Asocatons (MNOD1)

Holy Cross Hospital Radiation

Add New Association for Regions Hospital (MN001) @ All RT (/IMG  RTI C TRF Treatment
e s ot aton et e (725557 ¢ il e | R
- B9 W Remove from cart|
Map Search Pick search radius | 25 v +| 16 providers found within 25 miles
Pormiler e B |
Map Satellite o m -

21



7/13/20

Provider Person Roster

> For TRFs entered by PMB staff from
radiopharmacy licensure and supporting
documents

« Viewable on the DTL for TRF Providers
associated with the enrolling site

> For Radiation/Imaging Providers managed
in RUMS

+ Have access to TRIAD for studies using the full
IROC integration or for credentialing purposes

+ Note - you will need to maintain the TRIAD Site
User role on the enrolling site for legacy studies

Cancer Trials Support Unit www.ctsu.org
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RUMS Reminders

[ Person Roster Browser [

> If on multiple rosters, select the correct one

> Use the @ button for detailed person info, including registration
(RCR) documents and required trainings

> Use the CTEP ID search feature to look up CTEP IDs

> Person roles can be added in bulk across rosters and sites

> Persons with the RUMS Update Person role for CIRB may request the addition of
CIRB affiliates and components from RUMS

> Remember to check the status of person requests under the Tracking section

A Home Protocols Dashboard  Regulatory~ OPEN Data Management~ _ Auditing & Monitoring~ Delegation Log~

Person Roster Browser | +)Org Roster Browser | (R OYooae
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electronic Patient
Reported Outcomes
(ePRO)

Helpful Information: Access, Education & Training,
Hints, and Support
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ePRO Access for Rave Protocols

> Staff requirements:
* Rave CRA role
+ On a participating site roster in RSS
> After completion of required trainings, may:
+ Enter study data in Rave
— elearning needed: EDC Essentials for Clinical Research Coordinators
— Link: Rave EDC
+ Register patients in ePRO
— elearning needed: Registering Your Subject in an ePRO Study

— Link: Patient Cloud Registration

Cancer Trials Support Unit www.ctsu.org
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ePRO Training

> Statement displays in protocol-specific home page on the study title banner
indicating ePRO online training required

Forangomaron | Do | T Smie

® RsManager | Add to My pro

Daratumumab o Enhance Therapeutic Efecivensss of Revlimid in Smldering Mysloma (DETER-SHI)

site staff must comp in

> Accessed in iMedidata i PR Son and plamtion sect B

-« If required for a study, eLearning link appears in place of the Rave EDC link

+ Once certified, the eLearning link will be replaced by the Rave EDC link

> Only taken by a site user one time for one protocol and certification satisfies the
requirement for all subsequent ePRO studies in Rave for that person

> All staff with the Rave CRA role for a Rave study that is using ePRO must take the
ePRO elearning, regardless of whether they will be enrolling patients in ePRO

Cancer Trials Support Unit www.ctsu.org
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ePRO Patients and the App

> Patient registration in ePRO
+ Patient must be enrolled in OPEN
+ Site staff performing registration must have Rave CRA role;
If a DTL is required, must be an approved Rave CRA on the DTL
> Patient access to ePRO

- ePRO forms can only be accessed using a patient’s own approved device (or site device if
available for a study)

+ There is no access via a web browser
> ePRO app versions

Patient Cloud ePRO for older studies
(A221602, NRG-GU0O5, NRG-GU006, EAA173, 10021, 10107)

Patient Cloud is used for all remaining studies

Cancer Trials Support Unit www.ctsu.org
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ePRO Helpful Hints

> Identify if a Rave study is using ePRO
by checking the Supported By matrix
on the CTSU website protocol-specific
home page

> For ePRO issues/support contact the
study data manager (will forward
issues as appropriate)

> ePRO educational materials are in
Documents > Education and Promotion
for protocols using ePRO

Supported By: [ OPEN Rave TSV 1ROCT pop

VIxX|vI| v vIv]v
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Finding Help

Help Topics
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Help Topics Button

> Help Topics are replacing User Guides
> Content is unique to the page being viewed
> Navigate using drop-downs or click on button to access whole page

> Current availability

;
. Regulatory | RUMS
+ Members’ home page 9 _ | e
+ Dashboard stensmn O | oo 9
srotosol Reirements | noliaton Access
+ Regulatory rovider Associat | suts teomtions
-+ SDP, RUMS, DTL Seoutors Submission | U B
ClRDSiteprefacsnces | Hanaving RUMS Requests
+ DQP (Coming Soon) crsu Forms | Resources
| s s accens
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Thank You

Cancer Trials Support Unit

Linking practice to pro

Any questions?

Please contact the CTSU Help Desk if you have
questions after the session at:

- Email: ctsucontact@westat.com
- Phone: 1-888-823-5923

www.ctsu.org
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