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CTRP User Calls 
Submitting CTRP DT4 Questions to WebEx Host (Chat Box)

• Click on the chat icon at the bottom of your screen

• Select To recipient:  WebEx Host

• Attendees phones are muted upon meeting entry



CTRP User Call
Data Table 4

September 26, 2018
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Agenda for Today’s Call 

• Review of each CTRP-generated DT4 data element

• Column name/field name

• Description and definition

• Corresponding CCSG column/field name

• Source of data

• Editing/updating data

• Notes/comments

• Next Steps
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CTRP-Generated Data Table 4 for Interventional Trials
CTRP-generated DT4 Column Headers

 CTRP-generated DT4 Column Headers   
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements)

• CTRP DT4 Data Elements (definitions aligned to each DT4 column header)
 https://wiki.nci.nih.gov/display/CTRPdoc/Data+Elements+Included+in+the+CTRP+Data+Table+4+R

eport

https://wiki.nci.nih.gov/display/CTRPdoc/Data+Elements+Included+in+the+CTRP+Data+Table+4+Report
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - P30 Grant Number 

• New Registration:  
• Assigned for all trials automatically by the CTRP system for each center based on the Office of Cancer Centers (OCC) Grant 

Number for the P30 application. 

• Edits/Updates: Cancer Centers cannot update existing P30 grant number information and must contact the CTRO for assistance

P30 Grant Number which appears on your CTRP-generated DT4 is not the same as the trial-specific NIH Grant Number / P30 Grant 
information https://wiki.nci.nih.gov/display/CTRPdoc/Recording+NIH+Grants that a center adds in CTRP Registration associated with the 
Lead Organization (Org). 

https://wiki.nci.nih.gov/display/CTRPdoc/Recording+NIH+Grants
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Clinical Research Category

 New Registration:

 Complete Trials: Assigned by the Lead Org/Submitter during the trial registration process. 

 Abbreviated/Imported Trials (e.g., Industrial):  Assigned by the Sponsor/Responsible Party on ClinicalTrials.gov.  

 Edits/Updates: Cancer Centers cannot update existing Trial Type information and must contact the CTRO for assistance. 
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Study Source

• New Registration:   

o Complete Trials:  Assigned by Lead Org/Submitter during trial registration and viewable under “Data Table 4 Funding Sponsor Type”.

 NCI has logic for what trials are assigned at the “National” category that are submitted by NCI CTEP and/or DCP. 

o Abbreviated/Imported Trials:  Default is Industrial.  Contact the CTRO to change the Study Source if required.

• Edits/Updates: Cancer Centers cannot update existing Data Table 4 Funding Sponsor Type/Study Source information and must contact the CTRO for assistance.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Specific Funding Source

 New Registration:  

 Complete Trials:  Assigned by the Lead Org/Submitter during the trial registration process.

 Abbreviated/Imported (e.g., Industrial Trials:):  Derived from the Sponsor value on ClinicalTrials.gov. Sponsor becomes Lead Org, and Lead Org becomes the Funding Source.

 Edits/Updates: Cancer Centers cannot update existing Data Table 4 Funding Sponsor/Specific Funding Source information and must contact the CTRO for assistance.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Primary Site

 New Registration:  

 Abstracted by CTRO for all trials. 

 Edits/Updates: Cancer Centers cannot update existing Primary Site “Data Table 4 Anatomic Site” information and must contact the CTRO for assistance.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) 
NCI ID, NCT ID, Protocol ID, Other Protocol IDs
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Local Trial ID

 New Registration and Edits/Updates: Cancer Centers (CTRP Site Administrators) can add and update center-specific Local Trial ID information under “Managing DT4 Information for Your Center”.

Serves as a helpful field to map trial identifiers from a Cancer Center-specific local CTMS to CTRP.
Optional field in CTRP Registration and on the CTRP-generated DT4.  
If this field is left blank in CTRP Registration, it will be blank on your CTRP DT4.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Is Multi Institutional?

 New Registration:

 Automatically derived by the CTRP system for all trials.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) 
PI (Principal Investigator) – Last Name, First Name, Middle Initial

 New Registration and Edits/Updates:  Cancer Centers (CTRP Site Administrators) can add and update PI information for all trials to specify a PI to appear on your CTRP DT4 under “Managing DT4 Information for Your Center”. 

If this field is left blank in CTRP Registration, it will be blank on your CTRP DT4
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Program Code

 New Registration and Edits/Updates:  Cancer Centers (CTRP Site Administrators) can add and update center-specific Program Code information under “Managing DT4 Information for Your Center”. 

If this field is left blank in CTRP Registration, it will be blank on your CTRP DT4
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• New Registration:

o Complete Trials: Added by the Lead Org/Submitter for all Participating Sites.  System-derived status/date value for “Open”.

o Abbreviated/Industrial Trials:  Once trial is registered in CTRP and abstracted by CTRO, Cancer Centers are responsible for adding their own PS status/date information. System-derived status value for “Open”.

• Edits/Updates: 

o Complete Trials: If Lead Org/Submitter, update status/date information. If PS, contact the CTRO for assistance to update this information.

o Abbreviated/Industrial Trials:  Cancer Centers can directly edit this information.

CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Open Date
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Close Date

• New Registration:

o Complete Trials: Added by the Lead Org/Submitter for all Participating Sites.  System-derived status/date value for “Close”.

o Abbreviated/Industrial Trials:  Once trial is registered in CTRP and abstracted by CTRO, Cancer Centers are responsible for adding their own PS status/date information. System-derived status value for “Close”.

• Edits/Updates: 

o Complete Trials: If Lead Org/Submitter, update status/date information. If PS, contact the CTRO for assistance to update this information.

o Abbreviated/Industrial Trials:  Cancer Centers can directly edit this information.

CTRP Data Table 4 report includes “Close Date” even if the date is after the reporting period.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Phase

• New Registration:  

o Complete Trials:  Assigned by the Lead Org/Submitter during the trial registration process. 

o Abbreviated/Imported (e.g., Industrial Trials): Assigned by the Sponsor/Responsible Party on ClinicalTrials.gov. 

• Edits/Updates: Cancer Centers cannot update existing Phase information and must contact CTRO for assistance.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Pilot

• New Registration:

o Complete Trials: Assigned by the Lead Org/Submitter during the trial registration process. 

o Abbreviated Trials/Imported Trials:  Not applicable.

• Edits/Updates: Cancer Centers cannot update existing Pilot information and must contact the CTRO for assistance.



20

CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Primary Purpose

• New Registration:

o Complete Trials: Assigned by the Lead Org/Submitter during the trial registration process. 

o Abbreviated Trials:  Assigned by the Sponsor/Responsible Party on ClinicalTrials.gov. 

• Edits/Updates: Cancer Centers cannot update existing Primary Purpose information and must contact CTRO for assistance. 
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Official Title

• New Registration:

o Complete Trials: Assigned by the Lead Org/Submitter during the trial registration process. 

o Abbreviated Trials:  Assigned by the Sponsor/Responsible Party on ClinicalTrials.gov. 

• Edits/Updates: Cancer Centers cannot update existing Official Title information and must contact CTRO for assistance. 
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 New Registration:

 Complete Trials: CTRO abstracts from the protocol submitted by Lead Org.

 Abbreviated/Industrial Trials: Not applicable, for abbreviated trials, this field will be blank.

 Edits/Updates: Cancer Centers cannot update existing Entire Study information and must submit an amendment to the CTRO.

CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Entire Study
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Your Center Total

 New Registration and Edits/Updates:  Cancer Centers (CTRP Site Administrators) can add and update “Your Center Total” (Target Accrual) information for all trials under “Managing DT4 Information for Your Center”. 

If this field is left blank in CTRP Registration, it will be blank on your CTRP DT4.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) 
Center Reporting Period, Center to Date

 New Registration:

 Complete Trials: System-calculated field.  Accrual added by Lead Org/Submitter for all PS’s.

 Abbreviated/Industrial Trials: System-calculated field.  Cancer Centers add their own accrual.

 Edits/Updates: 

 Complete Trials:  System-calculated field.  Accrual is updated by Lead Org/Submitter for all PS’s.  CTRO can follow-up with Lead Org/Submitter on behalf on a PS to request updates.

 Abbreviated/Industrial Trials: System-calculated field.  Cancer Centers update their own accrual.



25

CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) 
Other Reporting Period, Other to Date

 New Registration:

 Complete Trials: System-calculated field.  Accrual added by Lead Org/Submitter for all PS’s.

 Abbreviated/Industrial Trials: System-calculated field.  Cancer Centers add their own accrual.

 Edits/Updates: 

 Complete Trials:  System-calculated field.  Accrual is updated by Lead Org/Submitter for all PS’s.  CTRO can follow-up with Lead Org/Submitter on behalf on a PS to request updates.

 Abbreviated/Industrial Trials: System-calculated field.  Cancer Centers update their own accrual.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) 
Entire Study Accrual To Date

 New Registration:

 Complete Trials: System-calculated field.  Accrual added by Lead Org/Submitter for all PS’s.

 Abbreviated/Industrial Trials: System-calculated field.  Cancer Centers add their own accrual.

 Edits/Updates: 

 Complete Trials:  System-calculated field.  Accrual is updated by Lead Org/Submitter for all PS’s.  CTRO can follow-up with Lead Org/Submitter on behalf on a PS to request updates on their behalf.

 Abbreviated/Industrial Trials: System-calculated field.  Cancer Centers update their own accrual.
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CTRP-Generated Data Table 4 for Interventional Trials
References (CTRP-generated DT4 Data Elements) - Comments

 Cancer Centers add/edit “Comments” on their CTRP-generated DT4 (Excel version; column AC) of the report.  

 Not a stored value in CTRP.  Cancer Centers copy and paste comments from one version of their CTRP-generated DT4 (Excel version) to the next to preserve information.

Optional field on the CTRP-generated DT4.  

“Factual” comments are added at the discretion of each Cancer Center.
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CTRP-Generated Data Table 4 for Interventional Trials: 
Next Steps

• Continue submission for non-competing applications
 Enables all centers (including those who submitted competing applications in FY18) 

the opportunity to submit a non-competing CTRP-generated DT4 in FY19

 Cancer Centers will now be generating their own CTRP DT4 reports (interventional trials) and 
directly submitting their final CTRP DT4 (PDF “read only” and Excel version with comments) to the 
OCC CCSG mailbox (ccsgdata@mail.nih.gov)

 New CTRP DT4 Frequently Asked Questions (FAQs) available
 https://wiki.nci.nih.gov/display/CTRPdoc/CTRP+DT4+Frequently+Asked+Questions

 Next CTRP DT4 User Group Call to be scheduled for November 14, 2018 
from 3:00pm-4:00pm ET
 Details to be communicated via the CTRP ListServ

mailto:ccsgdata@mail.nih.gov
https://wiki.nci.nih.gov/display/CTRPdoc/CTRP+DT4+Frequently+Asked+Questions


www.cancer.gov                 www.cancer.gov/espanol

End Slide
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CTRP-Generated Data Table 4 for Interventional Trials
Recent CTRP Updates – Local/Site Open and Close Dates

• CTRP DT4 Report “Open Date” and “Close Date” previously at the overall trial 
level 
replaced with the local/site center-specific “Open Date” and “Close Date”.

Please see the CTRP User Guide for additional information: 
https://wiki.nci.nih.gov/display/CTRPdoc/Data+Elements+Included+in+the+CTRP+Data+Table+4+Report 

https://wiki.nci.nih.gov/display/CTRPdoc/Data+Elements+Included+in+the+CTRP+Data+Table+4+Report
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• New CTRP DT4 total accrual “Entire Study Accrual to Date”) report 
implementation example (comparable to “Entire Study” implementation):

Please see the CTRP User Guide for additional information: 
https://wiki.nci.nih.gov/display/CTRPdoc/Data+Elements+Included+in+the+CTRP+Data+Table+4+Report 

CTRP-Generated Data Table 4 for Interventional Trials
Recent CTRP Updates – New Entire Study Accrual to Date

https://wiki.nci.nih.gov/display/CTRPdoc/Data+Elements+Included+in+the+CTRP+Data+Table+4+Report


32

CTRP Data Table (DT4) 

Review of Overall Business Rules, Data Elements and Fields
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CTRP-Generated Data Table 4 for Interventional Trials
Overview – Trial Representation

• A trial must be registered in CTRP to appear on the CTRP-generated DT4  

• A unique trial is registered only once in CTRP
• CTRP DT4 does not support reporting of two or more trials with the same NCT ID;  

it can be reported only once

• A Cancer Center’s Organizational components are the same for all trials 
and are defined by the Cancer Center, not by NCI or CTEP

• Each accrued patient is counted only once

• A trial must be “open” at both the overall trial level and participating site 
level to appear on the CTRP-generated DT4
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CTRP-Generated Data Table 4 for Interventional Trials
Overview – Trial Representation (Open Statuses)

• “Open” statuses in CTRP include:  Active, Available, Enrolling by Invitation, 
Temporarily Closed to Accrual, Temporarily Closed to Accrual and Intervention, 
Temporarily Not Available

• If the status of a trial at a site is Temporarily Closed for the entire reporting period, it 
will be included

• If a Center is not “open” during the reporting period, the trial does not appear 
on CTRP-generated DT4, even if the Center is the Lead Organization
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CTRP-Generated Data Table 4 for Interventional Trials
Overview – Trial Representation (Study Source)

• Trials in CTRP are categorized by type of Data Table 4 Funding Sponsorship or Trial 
Submission Category (Study Source*). 
 Complete Trials:
 Institutional:  In-house clinical research studies authored or co-authored by Cancer Center 

investigators and undergoing scientific peer review solely by the Protocol Review and Monitoring 
System of the Cancer Center. The Cancer Center investigator has primary responsibility for 
conceptualizing, designing, and implementing the clinical research study and reporting results

 National:  NCI National Clinical Trials Network (NCTN) and other NIH-supported National Trial 
Networks

 Externally Peer-Reviewed:  R01s, SPORES, U01s, U10s, P01s, CTEP, or any other clinical 
research study mechanism supported by the NIH or organizations**.

 Abbreviated Trials:
 Industrial/Other:  A pharmaceutical company controls the design and implementation of these 

clinical research studies.
* https://wiki.nci.nih.gov/display/CTRPdoc/CTRP+Trial+Categories,+Study+Sources
**http://cancercenters.cancer.gov/documents/PeerReviewFundingOrganizations508C.pdf    

https://wiki.nci.nih.gov/display/CTRPdoc/CTRP+Trial+Categories,+Study+Sources
https://wiki.nci.nih.gov/display/CTRPdoc/CTRP+Trial+Categories,+Study+Sources
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CTRP-Generated Data Table 4 for Interventional Trials 
Overview – Data Source for Multi-Institutional Trials (Workflow)

• Lead Organization registers trial, including primary purpose, reports trial 
status and accrual data for all participating sites.  Exceptions:

- NCTN and NCORP trials: CTEP and DCP PIOs report status and participating site 
information 

- Industrial trials: 
- Trial level information is imported from ClinicalTrials.gov
- Participating sites report the status of the trial in their site and accrual data for their 

site only.  Pharmaceutical companies do not report to CTRP.

• Participating Centers report:
- Target Enrollment for their Center 
- Program Code 
- Local Trial ID (optional) 
- Specifying the Principal Investigator (PI) for their center
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CTRP-Generated DT4 Feedback:  Change in Work Flow
Overview – Discrepancies in Multi-institutional Trials (Workflow)

• Participating sites disagree with the data reported by the Lead 
Organization 

- Incomplete accrual
- Study type
- Study source
- Status dates

• Resolving data discrepancy requires contact with:
- Lead Organization (Institutional trials)
- CTEP (National trials)  

• CTRP Generated DT4 enables submitter to annotate each trial record
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CTRP-Generated Data Table 4 for Interventional Trials
Overview – Use of Data from ClinicalTrials.gov

• ClinicalTrials.gov (and not the protocol record) is the source of content 
for Industrial trials and most trials registered in the abbreviated 
workflow  

• Cancer Centers provide center-specific content, e.g. participating site 
information and center-specific Data Table 4 information such as 
target enrollment
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CTRP-Generated Data Table 4 for Interventional Trials
References (Cancer Center Support Grant DT4)

• P30 Cancer Center Support Grant (CCSG) DT4 Guidelines
https://cancercenters.cancer.gov/GrantsFunding/DataGuide#dt4

https://cancercenters.cancer.gov/GrantsFunding/eData#dt4

https://cancercenters.cancer.gov/GrantsFunding/DataGuide#dt4
https://cancercenters.cancer.gov/GrantsFunding/eData#dt4
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CTRP-Generated Data Table 4 for Interventional Trials
References (Cancer Center Support Grant DT4)

• P30 Cancer Center Support Grant (CCSG) DT4 Guidelines (Cont’d)

https://cancercenters.cancer.gov/GrantsFunding/GrantsFunding

https://cancercenters.cancer.gov/GrantsFunding/GrantsFunding
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