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Agenda

• Source Document Portal (SDP) 

updates

• CTEP-AERS reminders and 

notifications

• CTSU Website updates
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SOURCE DOCUMENT 

PORTAL (SDP)
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SDP Updates (1)

• 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)

• Source Document Portal Screen:

• Added Document History icon which includes details 

about document upload, triage, who viewed the 

document, and date viewed

• Added document Status column 
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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
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CTEP-AERS INTEGRATION
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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
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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
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WEBSITE UPDATES & NEW 

TOOLS
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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
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Home Tab (2)

• The CTSU Twitter feed has been added

• The Quick Links tab has been removed
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Protocols Tab
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• Study Champion information appears in the Protocols>Home subtabs 

• 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)

– Select drop downs to navigate topics

– Click button to open entire help page, sections 

expand and collapse

• Will eventually                                                                   

replace help                                                        

icons on all                                                       

webpages
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Helpful New Tools (1)
• Translated Short Form Consents
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Helpful New Tools (2)
• Disease Portfolios
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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)

• Outstanding Funding Updates 

• Subscribe to the new CRISP notification to 
alert you to new protocol document postings
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