The Cancer Central Clinical Database (C3D) Adoption

Process
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Through caBIG™, the National Cancer Institute’s Center for Bioinformatics (NCICB) has made C3D available to Cancer Centers seeking a clinical trials management solution. The NCICB
Clinical Support Team works with the Cancer Centers to help explain and apply caBIG™ standards and tools in implementing their pilot studies. This poster summarizes the key phases.

. [ ]
€ - Project Initiation

Get Oriented
- C3D Overview
- Kickoff Meeting
Gather Supporting Documentation

/\/ - Protocol document

— - Annotated template CRFs
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- Reports requirements and samples
Assign Study Building Team

- Sample data file(s) and suggested mapping
- Sample lab file(s) and lab load expectations

Review & Activation

Submit Study for NCICB Study Review

Required for all studies

Check for common mistakes

Ensure strict adherence to standards (templates,
CDEs, DVGs, and edit checks

Proceed with Study Activation

Do final check of all study components and
account access

Initiate lab loads

Make visible in JReview

Alert Study Team: Production data entry may
begin

Study Conduct

Enter clinical trials data in Production.
Administer ongoing protocol changes.
Create and use operational reports via JReview.

Seek Application and Clinical Support as required.
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Pre-Build

Study Build

Review and Annotate Forms

Facilitate CDE Curation, Approval, &
Migration into C3D Global Library

Plan Derivation & Validation Procedures

Gather Reporting/Extract Requirements:
CTMS, CDS/CDUS, Internal, Other

Develop Study Build Plan
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Builders use Oracle Clinical
\ / to set up your electronic Case
IlNIIEII] Report Forms (eCRFs) and to

CORSTRUGTION, program edit checks.

In subsequent studies, Clinical Support mentors

your

team to take on build tasks.
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Log in to Test Mode: This gives you access to Production
screens, but data does not go into your Production database.

Review the eCRFs and identify potential issues.

Enter data in all fields for at least two patients — “good” and “bad”

values.
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Oracle Pharmaceutical
Applications

RDC 4.5 (Test Mode)

RDC Training

Extract your data in the required
format for use in:
Quality Control Data Extracts
Submissions to CTEP’s Clinical
Trials Monitoring Service and

Clinical Data System

Pharmaceutical Sponsors
Biostatistical Analyses

Lessons Learned

Evaluate: ETI] ﬁml

What went well?

What could have gone better?

What insights can we apply to our next study?

What ideas can we share with other adopters?
Share:

C3D Adopter Monthly
Teleconferences (3rd Tuesday
at 3 pm)

Adopter Deliverable: Lessons
Learned Report




