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Project Status Update

SAE Integration

= Two open action items to review before finalizing recommendations
OPEN

= Start the 1 week final recommendations review on 10/21/15

CDUS

= Start CDUS Abbreviated as it is primarily demography
= 38 Unique CDEs

= Next step will be CDUS Complete which in addition to the demography data
also includes response and toxicity data.

= Can leverage the toxicity work that the NRDS developed for caAERS.

Understand there are some overlap in CDEs between SAE Integration,
OPEN and CDUS. Working with CTSU to develop a plan to deliver a
harmonized set of content.
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Open Action Items

= SAE Integration

Data Element | Action Item/NCI Guideline

SAE Integration Onset Date and Resolution  Per NCI Leadership agreed these are
Date important fields to capture for CDUS complete
so we can add them to the AE form but keep
them conditional

SAE Integration PVs for Indicator Value COG’s/Theradex has raised a concern
Domain
This is a change from the original charge from
the biostatistician group meeting

Need to follow the Policy Group Guiding
Principle: Change codes for existing data
elements only when a need exists

Should we follow CDUS Coding which is all
numeric?

Take this back to your group for a final vote
next week
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Open Action Items

= OPEN Demography

Content

OPEN Demography

OPEN Demography
OPEN Demography

OPEN Demography
OPEN Demography
OPEN Demography
OPEN Demography

OPEN Demography

OPEN Demography
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Data
Element

Disease Coding

Method of Payment

Method of Payment and
Patient Gender

SSN #

Full Name
Patient Initials
Patient Hospital #

Country Code

Zip Code

Action Item/NCI Guideline

Per NCI Leadership: Ifthere is a national or international standard we should
move tothat. We recognize that it may take time to implement but we need
to be forward thinking in what the rest of the community is doing. Current
standard is not a long term solution

Per NCI Leadership, leave this CDE as a separate item and move forward
with the rest of OPEN.

Checking to see what Congress is currently looking for. Per NCI Leadership,
leave this CDE as a separate item and move forward with the rest of OPEN.

Two fields are retired CDEs, we will be moving to the standard CDEs.

Discourage the use of making this field mandatory

Discourage the use of making this field mandatory

Discourage the use of making this field mandatory

Discourage the use of making this field mandatory

Remove “other”. Make updates based on the ISO list and forward to CTSU
for changes

Interest in changing this to mandatory per NC| Leadership but nothing has
been changed



NRDS Content Next Steps

= Final vote regarding changing PVs for indicator response from text to
numeric due on 10/20/15. We will take a final vote on the call.

= Kick off the NRDS OPEN Content Final Review
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Reference Information / Questions

= NCTN Co-Lead
= Tina Taylor, Health Metadata Analyst, SAIC
= tina.taylor2@nih.qov

= NCI| Co-Lead

= Dianne Reeves, RN, MSN Associate Director, Biomedical
Standards, NCI CBIIT

= dianne.reeves@nih.qov

= Project Management Support
= Neesha Desai, PMP, Project Manager, NCI CBIIT
= neesha.desai@nih.gov
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