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Agenda

* Source Document Portal (SDP)
updates

e CTEP-AERS reminders and
notifications

* CTSU Website updates
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SOURCE DOCUMENT
PORTAL (SDP)




SDP Updates ()

* General Updates:

— Improved performance

— Added Help Topics drop down for each SDP
screen

— Resolved instances where site staff was unable to
upload documents on SDP using direct link from
Rave
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SDP Updates (2)

e Source Document Portal Screen:

* Added Document History icon which includes details
about document upload, triage, who viewed the
document, and date viewed

e Added document Status column

Source Document Portal Upload Document and Details
LPO: | ALLIANCE ® v |Protocol: | A031501 ® v |Site:| ILO57 ® v | Patient:| 9114173 X
I.'_.IH 3

# LPO - Protocol » Site « Patient + Document Type Folder Name Status Updated By Updated Date
1 ALLIANCE A03i501 [ [Lo57 fl o114173 “D computed Tomegraphy (CT) Report Baseline Triaged © pandit, Suhela 5. 04-Jun-2018
2 ALLIANCE A031501 M 1L057 f 9114173 “D Imaging Technigus Report Baseline Triaged @ Pandit, Suhela 5. 04-Jun-2018
3 ALLIANCE A031501 (@ 1L057 g 9114173 “U) physician And/Or Health Care Provider Report Or Clinical Note ~ Baseline Triaged @ pandit, Suhela 5. 30-May-2018
4 ALLIANCE A031501  ff ILO57 B 5114173 “%) pathology Report Baseline Triaged O Pandit, Suhela 5. 30-May-2018
5  ALLIANCE A031501 [ 1057 ff 9114173 *D) Magnetic Resonance Imaging (MRI) Scan Report Baseline Triaged @ Pandit, Suhela 5. 30-May-2018
[ ALLIANCE A031501 @ [L057 B 0114173 “D) Laboratory Test Report Baseline Triaged O Pandit, Suhela 5. 30-May-2018
7 ALLIANCE A03is01  Hj 1057 f 9114173 “U) Laboratory Test Report Baseline Uploaded @ Pandit, Suhela 5. 30-May-2018
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SDP Updates (3)

* Expected Documents Screen:
— Added Document History icon
— Added query icon for rejected documents
— Added Expected Date column

— Added Uploaded? column to indicate whether or not
document is uploaded

— Added Action column which displays
* Blue icon to display data points to be reviewed using this document

* Green icon to upload documents

— Documents identified as not expected by the Lead Protocol

Organization can be viewed by clicking on the Documents Not
Expected link
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Expected Documents Screen

Expected Documents E

Protocol: A031501 | Site: ILO57 | Patient: 9114174

Documents Mot Expected

Site Patient Document Type Visit Type Uploaded? Action
=
1 Ap31501 [ 1L057 [ 9114174 pathology Report Baseline 21-May-2018 T
[ .|
2 A031501 () IL0S7 [ 9114174 *T) Informed Consent Baseline 21-May-2018  Yes =
-
3 A031501 ff 1L0S7 M 9114174 Physician And/Or Health Care Provider Report Or Clinical Note  Baseline 21-May-2018 ?
[ -]
=
4 ao3isor ff 1057 @ 9114174 Laboratory Test Report @ Baseline 21-May-2018 3
[ -]
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CTEP-AERS INTEGRATION




Data Flow: Rave to CTEP-AERS (1)

* Sites enter Adverse Event (AE) data in Rave and
submit to CTEP-AERS rules engine for expedited
reporting evaluation

* All AE data in Rave will be pushed to CTEP-AERS
unless an AE has an open query

* CTEP-AERS returns a report recommendation to
Rave (CREATE or NONE)

* A direct link is available in Rave to automatically
log into CTEP-AERS if a report is recommended
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Data Flow: Rave to CTEP-AERS (2)

* In CTEP-AERS, the AE data that is pushed from
Rave will be viewable but not modifiable

» Modifications to AE data will be made in Rave since
it is the data source

= Any data modified in Rave will require the rules
evaluation to be run again

" This will cause the updated data to be pushed into
CTEP-AERS

" AE Start Date and End Date/Ongoing are required
in Rave for specific protocols

» CTEP guidance for recording Adverse Event Start and
End Dates in Rave is available on CTSU.org
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Rave Reminders

AE data should be entered in Rave and sent for Rules Evaluation (RE) at the
time the AE is known/reported

If the recommendation from the RE is to report, then click the direct link in
Rave to access CTEP-AERS to complete the expedited reporting

— A warning will appear when first logging into CTEP-AERS if the report was
initiated in CTEP-AERS prior to reporting and RE in Rave

AE data should be updated in Rave, not in CTEP-AERS

— Data entered in Rave will be passed to CTEP-AERS and will only be editable in
Rave

— A field that is entered first in CTEP-AERS and then later in Rave could result in
reconciliation issues as data in CTEP-AERS cannot synchronize with Rave once
the expedited report has been submitted to NCI

If entering a verbatim term in Rave, do not use special characters (e.g., &)
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Site Notifications (Late RE Call)

* Anytime a modification is made to the AE form (insert,
modify, delete) a query will be opened on the Expedited
Reporting Evaluation form (Send all AEs to rules evaluation)

* If the query on the Expedited Reporting Evaluation form
remains open for longer than 24 hours, an email

notification is sent to the person who last modified the AE
form

* The email notification states that the AEs were
automatically sent to rules evaluation by the system and
asks the recipient to review the recommendation on the
Expedited Reporting Evaluation form

10/04/2018
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Site Notifications (Late Report
Initialization)

* Anytime a recommendation to CREATE a report is
generated and displayed on the Expedited Reporting

Evaluation form, the site staff must initialize the report in
CTEP-AERS in a timely manner

— If the Investigator feels the recommendation is not warranted per
the Protocol, override the recommendation by updating CREATE
to NONE in Rave and do not initialize the report in CTEP-AERS

* If the report is not initialized, and the Investigator has not
overridden the recommendation, an email notification is
sent to the person who last modified the AE form

* The email notification states that there is a

recommendation to report but no expedited report has
been initialized in CTEP-AERS

10/04/2018

Cancer Trials Support Unit 13



WEBSITE UPDATES & NEW
TOOLS




Home Tab (1)

* The Home page subtabs have been redesigned and
moved to the center of the page

* Document Search, DSN Search, and DSN File Bucket
have also been redesigned to be subtabs

m Protocols Dashboard Regulatory~ OPEN Data Management~  Auditing & Monitoring = RUMS~ Delegation Log~ Resources Collaboration
| CIRB Updates | LPO Updates ‘ Broadcast/Newsletter ‘ Document Search | DSN Search | DSN File Bucket I
View All ~ | {View Archived Updates Tweets vy @mecrsu o
& = — R @ Cancer Trials Support Unit A~
Date Protoco pdate A051301 Is temporarily closed to accrual effective
1 28-Aug-2018 10129 Action | etter for Olaparib (AZD2281) 824718, View the full memorandum in Protocol
2 28-Aug-2018 10129 Amendment #2 t{gza;?;(fgng:rZ;i;g;embers homepage at
3 28-Aug-2018 Action Letter for Olaparib (AZD2281 .
4 28-Aug-2018 Amendment #12
5 8-Aug-2018 Action Letter for Olaparib (AZD2281
6 Aug-2018 Amendment £6 @ Cancer Trials Support Unit
7 28-Aug-2018 Action Letter for Olaparib (AZD2281 ARST1431 is temporarily closed to accrual
8 28-Aug-2018 10020 Amendment #9 effective 8/22/18. View the full memorandum in
9 28-Aug-2018 EAQ152 Memorandum: Addendum #6 (Version Date: 06/18/18) Activation Protocol Updates on the CTSU members’
10 28-Aug-2018 EAQ152 Memorandum: Protocol Motice: EAQ152 {COMET) Addendum #6 Activation homepage at ctsu.c (log in required)
11 28-Aug-2018 10031 Action Letter for Olaparib (AZD2281 v
iz 28-Aug-2018 10031 Amendment #8
13 28-Aug-2018 ARST1431 Memorandum: Patient/Family Letter @ Cancer Trials Support Unit
14 28-Aug-2018 ARST1431 Memorandum: Results from EpSSG RMS 2005 and ARST0531 and Implications for ARST1431
15 28-Aug-2018 2881 Action Letter for Olaparib (AZD2281 The CTSU website release 6.9.2 on 8/21/2018
16 Amendment #9 includes Source Document Portal (SDP)
17 27-Aug-2018 MNRG-BR0O02 Memorandum: Amendment #4 and Amendment #5 Egg::zz::::ﬂzgzzmz:i :FE“?; ?;:g};;
18 27-Aug-2018 MNRG-BMOO3 Memorandum: Amendment #1 heCTSU Bi-Monthly Broadcast. Please visit
19 27-Aug-2018 AD41202 Memorandum: Data Cleaning u.org , log in and click on the
20 27-Aug-2018 10132 Memorandum: 10132 - Notice of Requirement of Site Initiation Visit Conference Call Broadcast/Newsletter tab
21 27-Aug-2018 A051301 AD51301 Temporary Suspension )
22 24-Aug-2018 10010 Memorandum: Teleconference Minutes — 06/26/18
23 24-Aug-2018 10030 10030 Investigator Teleconference Minutes- 08/24/18
24 24-Aug-2018 10021 Memorandum: Colorectal Cancer Cohort Permanent Closure = NCI CTEP Clinical Research & v
25 24-Aug-2018 10106 Memorandum: Site Initiation Visit — Protocol Specific Reguirement
Page10f27 b Pl Last update: 8:07:50 PM UTC Embed
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Home Tab (2)

e The CTSU Twitter feed has been added

Protocols Dashboard  Regulatory

Disease Portfolio Tab

OPEN  Data Management~  Auditing & Monltoring= RUMS=  Delegation Log~  Resources=  Collaboration

CTSU National Coverage Analysis Webinar — Session 1 and 2
[The materials from the CTSU Natianal Coverage Analysis webinars - Session 1 and 2 are now posted on the CTSU website under the Resources Tab > Educational Multimedia > webinars,

A disease portfolio tab with two subtabs linking to the disease portfolio pages on the CTEP website is now available under the Resources tab>Disease Portfolios, The NCTN folder has 11 portfolios and the ETCTN folder has 15
portfolios.
| IR | cxmv umdates | 1p0 uptates | mraatcast/mevstetter | Document Search | s search | b ik ucket
eets vy @rhecTsu
View All ~ | (¥iew Archived Undates) Tw N
Cancer Trials Support Unit
o - b bl 658 @ ! niale Supp

ARST1431 Is temporarlly closed o accrual
effective B/22/18. View the full memorandum in

Page1of27 b bl Last update; 7:40:48 PM UTC

1 28-Aug-2018 2984 ‘ction Letter for Olaparib (AZD2281) Prototol Updates on 1he €150 embers:
2 | 28-Aug-2018 2084 amsndmant =4 homepage al clsu org (Iog in required)
3 28-Aug-2018 10020 Action Letter for Olaparib (AZD2281)
4 28-Aug-2018 10020 Amendment #9 | 1
5 28-Aug-2018 EAQ1S2. Memoray Adde #6 (Varsion Date; 06/18/18) Actival
6 20-Aug-2018 EAQ1S2 jamor stoc e c o # o @ Gancer Tals Support Unit
I__|a8-Aug-doi8 ) EEQRLARAT 0f A 2T The CTSU website release 69,2 on 8/21/2018
8 | 20:Aug-2010 bot Anctdusent i Includes Source Document Portal (SDP)
9 28-Aug-2018 ARST1431 ! di o ly Lette updates/enhancements. A list of all the
10 28-Aug-2018 ST143 Results from EpSSG RMS 2005 and ARSTOS31 and for ARSTL431 updates/enhancements are In the 8/22
11 28.aug-2018 o881 Action Latter for Olaparb (AZD2281) @IheCTSU Bi-Monihly Broadeast. Please visi
12 | 28-dug20t8 i . tsu.0rg , log in and click on the
Amandmant 49 Broadcast/Newsletter tab
13 27-Aug-2018 #4 and 5
14 27-Aug-2018 NRG-BN00I Mamorandum: Amendmaent #1 ! !
5 27-Aug-2018 A041202 lamoran; a Claani
16 27-Aug-2018 10132 M dum: 10132 - Notice of of site Initiation Visit Conference Call h
17 27-Aug-2018 A05130 051301 Temporary Suspansior = NCICTEP Clinicsl Research @
18 24-Aug-2018 10010 T Minutes - 06/26/18 ek ot s ey s -
19 24-Aug-2018 10030 10030 Investigator Teleconference Minutes- 08/24/18 #immunotherap P ertrial (NCI
20 24-Aug-2018 10021 Memarandum; Celorectal Cancer Cohart Parmanent Closura 9673) led by @CathyEngMD
21 24-Aug-2018 10106 Memerandum;_Site Initlation Visit = Protocol Specific Requirement INews and sponsored by the
22 23-Aug-2018 51600 §1609 - Memorandum: Reactivation of Cohort 16 =TCTN. Fof Mmars Informetion, viet
23 23-Aug-2018 10150 Memorandum: Notice of Requirement of Site Initiation Visit Conference Call
24 23-Aug-2018 -B-55 -B-55 WebEx Reminder - Deadlinel o
25 23-Aug-2018 ARST1431 Memorandum: Temporary Closure « JETCTN
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Tweets

&=

QQ B

@TheCTSU L ]

Cancer Trials Support Unit

3 TheCTSU
ARST1431 is temporarily closed to accrual
effective 8/22/18. View the full memorandum in
Protocol Updates on the CTSU members’
homepage at cisu.org (log in required).

Cancer Trials Support Unit
heCTSU

The CTSU website release 6.9.2 on 8/21/2018
includes Source Document Portal (SDP)
updates/enhancements. A list of all the
updates/enhancements are in the 8/22
@theCTSU Bi-Monthly Broadcast. Please vi
u.org , log in and click on the

Broadcast/Newsletter tab

NCI CTEP Clinical Research &
CICTEP_ClinR
Check out this newly reactivated #
#immunotherapy #oncology #can
9673) led by @CathyEngMD
@nMDAndersonNews and sponsored by the
#MNCICTEP #ETCTN. For more information, visit:
bit_ly/ foh?

on Twitter




Protocols Tab

Study Champion information appears in the Protocols>Home subtabs

Cancer Trials Support Unit
A SERVIGE GF THE NATIGNAL GANGER INSTITUTE

My Notes | E3 | Home | Contact | Eeedback | Public Site | Log Out

=1

" Home Protocols Dashboard Regulatory - OPEMN Data Management~ Auditing & Monitoring - RUMS ~ Delegation Log~ Resources Collaboration

[ER—s w s
CgE2211
CIE2212
[CaE2408
C3E2511
IChE2512
CBE2603
[CIE2607
[CaE2804
C3E2805
ILgEZ2810
CaE2902
[CaE2205
CIE2906
C3E2108
@E2311
CPE3611
CE3612
(LI E3805
C3E2902
L@E3A05
CHE3R06
[CJE3FDS
C9E4112

CaEZ208

M ICIEAR2142

CDEA1131
C@EA1141
ICDEA1151
ILdEA2121
[CdEA2133

Funding Information | Documents | Drug Safety Notification | Study Agent | i 1

~

LT esl & IRBManager Add to My Protocols

Phase IT Randomized Trial of Neo-Adjuvant Chemotherapy Followed by Surgery and Post-Operative Radiation Versus Surgery and Post-Operative Radiation for Organ
Preservation of T3 and T4a Nasal and Paranasal Sinus Sgquamous Cell Carcinoma (NPNSCC)

Protocol Status: ACTIVE
Protocol Status Date: 238-Mar-2018
Activation Date: 28-Mar-2018
Lead Organization: ECOG-ACRIN
NCI Program: NCTN
Phase:

Ix
CIRB Reviewed: Yes
Country Participation: E=

Accrual: Target (Intervention): 134
Total (Intervention): O ( In OPEN: O )
As of: 28/Aug/18

Study Champions: |Samuels, A. Michael Yarbrough, Gray Wendell E{slg | Ho, Loh Alan [EELNT=3

Participation: Participation Information

&' & Participation Group

3 Participant Role Type Participation Type
1 ALLIANCE ALL CROSS-NETWORK 23-Jan-2018
2 NRG ALL CROSS-NETWORK 23-Jan-2018
3 swoc ALL CROSS-NETWORK 23-Jan-2018
4 ECOG-ACRIN ALL LEAD 19-Jun-2017

When persons click on a protocol link from other systems to the
CTSU Members’ website protocol page, messages will now display if
individuals do not have privileges for accessing a protocol page or the
study is invalid.
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Help Topics Button

* Currently on Delegation Tab, RUMS Tab,and
the Source Document Portal (SDP) —

DTL Browser Descriptions

Site DTL Guide

— Select drop downs to navigate topics il s

Master Task Descriptions

— Click button to open entire help page, sections
expand and collapse

The Delegation of Tasks Log (DTL)
Site DTL Browser Help Page

°
. The Site DTL Browser Help Page contains information and links to various resour
I eve I I u a y DTL Browser Descriptio

ns and the Site DTL Guide section will expand or
under DTL Resources will open

I ces and educational documents. The links under the
collapse help text located underneath each section. The links

new webpages containing these resources. If you need assistance beyond the scope of this page,

please contact the CTSU Help Desk.

re P I aC e h e I P DTL Browser Descriptions

Site DTL Guide

icons on all

DTL Resources

DTL Fact Sheet

webpages e

DTL Frequently Asked Questions

DTL Master Task List

10/04/2018
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Helpful New Tools (1)

* Translated Short Form Consents

Data Managemnment -— Aouad

Nnag & Monitoring — RUMS -~ Delegation Log— Collaboration

' = Translated Short Form Consents
+E

Titdle

1 CIRE Approwal of English and Translated Short Fomnm Consents g
2 Arabic - Short Form Consent

3 Arabic - Certificate of Accuracy g

=1 Arabic - CIRB Approwval Worksheet g

5 Crecle (Haitianm) - Short Fornm Consent g

= Creocle (Haitian) - Certificate of Acocuracy i

7 Creocle (Haitian) - CIREB Approwval Worksheet g
8 English - Short Form Consent, FOR REFEREMNCE OMNLY G
k=) French - Short Fornm Consent i

s French - Certificate of Aaccuracy

11 French - CIREB Approwval Worksheet

1= Gernman - Short Fornm Consaenit g

1= German - Certificate of Accuracy g

13 Genman - CIREB Approwval Worlkshieaet

15 Italian - Short Fornm Consent G

1a Italian - Certificate of Accuracy g

17 Italian - CIREBE Approwval Worlksheet iy

1 Korean - Short Fornm Consent 2

1o Korean - Certificate of Acouracy g

20 Korean - CITRE Approwval Worksheet g

21 Portuguese Brazil - Short Form Consent i

=22 Portuguese Brazil - Certificate of Accuracy i

23 Portuguese Brazil - CIRBE Approwval Worksheet g
24 Russian - Short Formn Consent

25 Russian - Certificate of Accuracy g

26 PRussian - CIRE Approwval Worksheet

27 Spanish - Short Formn Consemnt

2 Spanish - Certificate of Accuracw
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Helpful New Tools (2)

D . I tf I .
Data Managernmeaent - Auditing 8 HMonitoring - RIS - Delegation Log — Collaboration

= = Disease Portfolios

PN

1
2
=
=
=
o
-
=
=
1o
i

Brain Cancer Trials Portfolio g

Breast Cancer Trials Portfolio i

Sastrointestinal Cancer Trials Portfolioc g

Genitourinary Cancer Trials Portfolio

Gynecologic Cancer Trials Portfolio g

Head and Neck Cancer Trials Portfolio g

Leukemia Cancer Trials Portfolio g

Lung Cancer Trials Portfolio g

Lymphoma Cancer Trials Portfolio

Skin (Mainly Melanoma) Cancer Trials Portfolio i

Adolescent and Young Adult CAYWATD Cancer Trials Portfolio ae
ETCTR

=)

BErain Cancer Trials Portfolio g

Breast Cancer Trials Portfolio i

3 Sastrointestinal Cancer Trials Portfolioc e

=3 Genitourinary Cancer Trials Portfolio i

5 Synecologic Cancer Trials Portfolio i

[=] Head and Meck Cancer Trials Portfolio e

s Leulkemia Cancer Trials Portfolio i

E=] Lung Cancer Trials Portfolic g

[=1 Lymphoma Cancer Trials Portfolio iy

1o Myeloma Cancer Trials Portfolio e

11 Radiation Cancer Trials Portfolio iy

h = Sarcoma Cancer Trials Portfolio i

1= Skin and Cther Melanoma Cancer Trials Portfolio g
i Solid Tumors Cancer Trials Portfolio i

15 Solid Tumors Expansion Studies Cancer Trials Portfolio g
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Helpful New Tools (3)

* Changes to Org Roster “i”” Button in RUMS
— View public contact and site type
— Instructions for updating

— View primary contacts
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Helpful New Tools (4)

* Protocol Profile Portlet in the Dashboard
(part of the protocol profile)

] Protocol Profile Sl =
i)

Y || Active X v
286

. Outstandlng Fundlng Updates

] outstanding Funding = 2] ~

- Last 30 Days - E7208

* Subscribe to the new CRISP notification to
alert you to new protocol document postings
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Passwords are like your pants

» DO change them reqularly
« DON'T leave them on your desk
* DON'T share them with anyone

Please do not share your CTEP |IAM password
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?? Questions ??




