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Agenda

Meeting Recap

Review content before/after changes

Review enumerated values

Review formatting recommendations

Next Steps
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Meeting Recap

= Completed review of all 4 AE forms and 16 SAE forms

m NATIONAL CANCER INSTITUTE



NRDS Content Review Process

= Neesha Desai will send out the following spreadsheets for review:

Content with before/after views of recommended changes
Enumerated values and recommended changes
Style guide recommendations with before/after changes

= Review period will be a 2 week period

Start Date: August 6™, 2015
End Date: August 20", 2015

We will check in before August 20" to see if we need to extend the timeline
for an additional week.

There will be a comments column for each organization on the spreadsheet
The comments you provide will be on behalf of your organization
There will be final voting process after the forms have been tested

= All comments should be submitted to Neesha Desai
(neesha.desai@nih.gov)
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Next Steps

= Provide feedback on the following items:
= SAE and AE before/after spreadsheet
= Enumerated values spreadsheet

= Formatting before/after spreadsheet

= Proposing to cancel the meeting on August 11%, 2015 to give everyone
more time to review the documentation
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Reference Information / Questions

= NCTN Co-Lead
= Tina Taylor, Health Metadata Analyst, SAIC

= TINA.M.TAYLOR@saic.com
= NCI| Co-Lead

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

= dianne.reeves@nih.gov

= Project Management Support
= Neesha Desai, PMP, Project Manager, NCI CBIIT

= Neesha.Desai@nih.qov
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