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Agenda

e Goals of this Presentation
e Dashboard QuickViews
 CRISP

* Accrual Reports

* Funding Information

* Regulatory Tab

 Roster Information

* Data Quality Portal

e Patients Subtab

 Other Resources
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Goals

* Provide a high-level overview of resources on
the CTSU website

* Demonstrate how to find resources and their
uses

* Show best practices via user demonstration
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Dashboard Tab

 Allows customized views of data related to
associated site(s)

* May set as your landing page

* Use default profiles or customize view from a
selection of portlets

e Default Profiles: Protocol, Enrollment,
Regulatory and General
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CTSU Report and Information
Subscription Portal (CRISP)

* Allows subscriptions to a variety of e-mail alerts

m Cancer Trials Support Unit

e Located on main tool bar |

Welcome Martha Hering.
Impersonate another use

* |ncludes:

— Enrollment Updates: multi-step enrollments, accrual
updates and step changes

— Person Roster: changes at selected rosters

— Protocol Updates: protocols in selected area of
Interest

— Regulatory Updates: expiring approvals, changes site
registration status, IRB approval received, registration
status change on selected protocols
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[We designed this
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Accrual Reports

| ocated at the bottom of the Protocol
Browser Tree

* Categories: NCTN, ETCTN, NCORP and AYA
* Filters: protocol status and phase

* Keyword search

* Group by: study type, disease, Lead Org
* Export to: PDF CSV or Excel or print




Limited View Reports

* Located under the Reports tab

* Limited to Lead Academic Participating Site
(LAPS) sites

* |Includes subtabs

— LAPS Accrual Report: accruals to protocols under
the LAPS grant

— LAPS Budget Analysis: summary of accrual costs
and percentages towards grant funding goals
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Upcoming Accrual Reports

* Coming Soon - Accrual Graph and Details

— On Protocol-Specific Home Pages

View Details

Accrual by site

74

43
~ g & Si
45 %' & Site Accrual Summary

24 # Site Name Site Initial Approval Date  ACCTUAl  pate of First Accrual Date of Last Accrual

22 1 NYO16 Memorial Sloan Kettering Cancer Center 22-Jul-2015 14 06-Aug-2015 06-Jun-2017

2 PA075 University of Pennsylvania/Abramson Cancer Center 12-Feb-2016 9 12-Apr-2016 07-Jun-2017

20 3 41004 Istituto Nazionale Tumori 14-Dec-2016 5 22-Dec-2016 23-May-2017

19 4 GA00S  Emory University/Winship Cancer Institute 13-Apr-2016 4 27-Apr-2016 15-Feb-2017

394 1 9 5 CA824 UCSF Medical Center-Mission Bay 20-Nov-2015 3 10-May-2016 17-Apr-2017

6 CAO11 USC / Norris Comprehensive Cancer Center 23-Nov-2016 2 23-Nov-2016 03-Mar-2017

1 9 7 MO011 Washington University School of Medicine 31-Aug-2015 2 24-)an-2017 20-Mar-2017

17 8 0H007 Ohio State University Comprehensive Cancer Center 13-Jun-2016 2 31-Oct-2016 28-Dec-2016

9 TNO24 Saint Jude Children's Research Hospital 18-Feb-2016 2 22-)ul-2016 04-Nov-2016

;7 10 1057 University of Chicago Comprehensive Cancer Center 28-Dec-2015 1 06-Sep-2016 06-Sep-2016
‘ 1
P17

15
14
14 14

B TX035 W KYD15 = TX190 m CAO016 m OR0O13 ™ NMO0O04

W MNO26 m TX011 m TX041 MAOQ36 ™ NC0O07 ™ NYOD21
OKO003 ® NMOOS m AZ110 W MOO11 ™ TNO29

W 117 Sites (Accrual = 14)
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Funding Information (1)

* NCI Funding Sources
— Lists available funds per protocols

— Located under funding tab for each protocol

NCI Funding Information (other sources of funding may be available, please review the Funding Documents) |

[J Display inactive funding also

B2 - b M 80
Funding | Funding ; NCORP § Funding Collectin
Funding T Collect T NCTN $ Val
Source unding Iype  ope# ype $value 'y e Status  OPEN
Screening for . .
1 DCTD-DCP ! g Pre-Registration - Step 0 Mandatory $1,000.00 $1,00000 ACTIVE No
Intervention
2 DCTD-DCP  Biospecimen 1 Biospecimen - Whole Blood - Step 0 Optional $50.00 $50.00 ACTIVE Yes
. ; ) P
3 Other Biospscimen 2 Biospecimen - Tissue - Step 0:iopsy for molecular Mandatory $3,000.00 $3,00000 ACTIVE Yes
Federal profiling
Other-Nen ~ Non-NCI/DCTD Other - Ophthalmelogic Exams for Sub protocol H, R, -
4 2 Conditional $250.00 $250.00 ACTIVE Yes
Federal Funding 51,52, Wand Z1A ' < <
Oth Bi i -Ti - Step 0:Re-bi if initial bi
5 er Biospscimen 3 1OSpECimEN - TISSUe - Siep BRe-Diopsy HINMSIDIORSY & o ditionsl $3,000.00 $300000 ACTIVE Yes
Federal not adequate
Other - N Nen-NCI/D Other - Ech: di for Sub protocol H, R, S1, S2,
8 er-Non | Non-NCUDCTD 4 e - Zenocardiograms for Sub protoce Conditionsl 575000 S75000 ACTVE  Yes
Federal Funding Wand Z1A
7 DCTD-DCP  Base Intervention Step 1 Mandatory $1,750.00 $2,000.00 ACTIVE No
High Performance .
3 DCTD-DCP ) LAPS or HP NCORP - Step 1 Mandatory $3,500.00 $3,500.00 ACTIVE No
Intervention
Biospecimen - Whole Blood - Step 1: Blood Collection @
9 DCTD-DCP  Biospecimen 1 end of cycle2 or patient progress or tx discontinue prior Optional $50.00 $50.00 ACTIVE Yes
tocycle 3
Other - N Nen-NCI/DCTD
10 er-Ton | Non-NCA 1 Other - Glucometer for subprotocol L Mandatory $200.00 520000 ACTIVE Yes

Federal Funding
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Funding Information (2)

* OPEN Funding Reports

— Reimbursements for QOL and Biospecimens

TN Contact | Members Site | Log off
= Cancer Trials Support Unit . el
7= 1] aservice oF HE NATIONAL CANCER INSTITUTE TEST QA/QC/Demo db P I N On(.()l()gy Patient

N Linking practice to progress Enrollment Network

S CA117:Mills-Peninsula Medical Center hd Role: Site Administrator

Home Slot Reservation Enroll History T&UI 1SS Help Stop Impersonating bemnicki@ctsute

Screening

Funding Report for Mills-Peninsula Medical Center ( CA117)

8 To sort the results by Completion Date, click the header of "Completion Date" column. . Funding Report |

Q To show results for a particular site. enter the NCI Site Code in the Site column, and click the Search button
y The Excel Export feature for the Funding Report will display 2 maximum of 5,000 records for all sites that the user has roster affiliations with. E ‘-;J;I 582038 e S14 1@ e CA222

Wt B @ (oo
I |kis1216 || I | I [ | L ]

Protocol Credit Network Group Investigator Patient ID Enroliment Date Funding Type Funding # Funding Status Specify Completion Date Date Entered Comments Completed By

Biospecimen
- Tumor

. . (S_hdes) - applicable;

CA117 @ A151216|NRG Kent Adler (20990) | 9107158 | 28-Mar-2016 04:59:40 PM EDT | Biospecimen anb L SNdeS Bt blocks " | PURANDL
scrolls for submitted
molecular

screening

not

Biospecimen

CA117 € A151216|NRG Kent Adler (20990) | 9107158 | 28-Mar-2016 04:59:40 PM EDT | Biospecimen ACTIVE E;gg'(‘;r_ o 28-Mar-2016 28-Mar-2016 DURANDL

screening
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Regulatory Tab

* Site Registration — view regulatory status by site

* Protocol Requirements — view protocol specific
requirements (PSR) by study

* Regulatory Submissions — track processing status
of regulatory submissions

* CIRB Site Preferences — view application of CIRB
approval across affiliated sites

* Provider Association — view aligned
radiation/imaging providers
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Roster Information

* Person and Org Roster Browser

* View persons and org rosters associated with
affiliated sites for the NCTN, ETCTN, CITN, and

CIRB

— Filter on site, role,and CTEP status

* Perform following actions

— Add/Remove role
— Add/Remove IVR, NPIVR,AP and A

— Add affiliate/sub-affiliate sites to rostered swim lane
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RUMS — Person Roster Browser

* Use ‘i’ buttons to view detailed person data
— Practice sites, IRBs, and HSP/GCP training

Person Name . T“:gf‘"atm“ CTEPID CTEP Status
Gerbasio-Stephenson, i .
Agrea P é‘ﬁﬁ:c'ate 537552  Active
© Hamilton, Tammy é\ﬁjsscnate 517956 Active

* Future enhancements
— Filter by Registration Type
— NCI Registration Expiry date in Excel output
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Data Quality Portal (DQP)

* One Stop Shopping
— Access all Rave studies

— Direct link into Rave URLs and directly manage
queries/delinquencies

— Monitor data quality and timeliness

— Review metrics and performance

* Standardized Experience

— Consistent experience across LPOs and Rave studies

* Reports and other tools
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DQP Metrics and Reports

Metric Tables

— Grid/Table layout and export features

Metric Reports

— Graphic layout, aging report, and totals by form
and site

* Timeliness Reports

— Quarterly updates for query and timeliness
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Additional Resources ()

e Patient Subtab

— Relocated from Clinical Data Tab (CDT) to
Rave/DQP

— Provides summary of all registration steps

* Study Agent Report
— Located in Protocol Browser tree
* Tags

— Upcoming feature which allows you to add notes
to the website
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Additional Resources (2)

* Other OPEN Reports

— Screening Log enrollments

— Accrual Maps and charts

Nov. 3,2017
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77 Questions ??
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& g | Allsites v @ Video Tutorial Dashboard Management Info Pl’°ﬁ|32\ Protocol v | = & @
ﬁ Protocol Accrual Summary at all sites AR = ﬁ Protocol Updates 2 L ~ 5
I
Pin Sites ¥ || Registered Only S [ E Pin Sites v || Registered Only v||Last60Days v ‘
Archived Protocol Updates
el - b bl 50
e - b b %0
# Protocol Target Accrual B Total Accrual
(s) only # Protocol Update Post Date
1 8811 132 1 53 1 51400 Memorandum: Temporary Closure of S1400F 10/06/2017
2 A011106 1475 0 942 2 E2112 Update #3 10/04/2017
3 A011202 2018 4 836 5 EASI4]  Update 10/04/2017
4 A011401 3136 5 830 4 $1609 Memorandum: Partial Reactivation of Cohort #32 10/04/2017
5 A011502 2936 1 203 5 A091401 = Memorandum: Notice of Reactivation 10/03/2017
6 A061402 110 0 5 6  A091401  Update #6 10/03/2017
7 A091202 36 0 12 7 S$1318 Memorandum: Partial Temporary Closure Extension for Cohort 2 10/03/2017
8 A091401 10 0 85 8 51400 Memorandum: Informed Consent Errors and Clarification, and Updated Forms 10/03/2017
9 A091404 45 0 23 9 $1400G  Memorandum: Informed Consent Errors and Clarification. and Updated Forms 10/03/2017
10 A151216 8300 4 2324 10 $14001 Memorandum: Informed Consent Errors and Clarification, and Updated Forms 10/03/2017
Pagelof5 b Pl Lastupdate: 7:55:53 PM UTC Pagelof9 p )| Lastupdate: 7:55:53 PM UTC
ﬁ Unviewed DSNs for Studies at all sites 2 A=
Pin Sites v Merge DSN's
e - b 2
# Protocol Number Agent Name Post Date SAE Number Adverse Events Action
o= Olaparib - - 20175E82581-F1,
! | NoABP-B-55 (AzD2281) 09-0ct-2017 | Cover Memo | 50175¢50353
Acar Trametinib _ . sudden death
2 5132051507 (GoK1120012p)  05-0Ct-2017 | 2130603 NOS (Gr. 5)
hypotension (Gr.
3), platelet count
decreased (Gr. 3),
Trametinib qissem'nated
3 EA6134 EA6134 EAY131 EAY131 GSK11202128 038-Oct-2017 2875017 ntravascu a" o
(G5K11202128) coagulation (Gr.
2), neutrophi
count decreased
(Gr. 2)
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