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Issues Happen...
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Fix Tips are a tool that helps users determine why a
validation issue is present by guiding them through the
process of researching the root cause, then choosing the

best option to resolve it.
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Anatomy of a Fix Tip
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Eating an elephant...

Organize by:
oy Standard
Oy assigned team

Prioritize by:

mpact on submission review
mportance to your team
How often an issue is queried
How often a Rule ID fires

Strategize by:

Understanding the rule
Reseaching reasons a rule fires
Considering multiple solutions

What should the user do?
Provide guidance on
next steps towards

issue resolution.

How detailed can you be?
Make the information as
broad or as specific as your
needs dictate.

Examples

In the suppqgual dataset, verity each QNAM only has one QLABEL associated with it.

Verity the derivation for RFESTDTC is correct and programmed correctly.

-STDTC is derived correctly, verify the medical history start date for this record

dNaG

the date used to populate RFESTDTC are correct.

f the dates are correct, determine if this has been correctly reported as a medical
nistory event instead of an adverse event.

f incorrect date values cannot be fixed, explain the Issue in the Reviewer’s Guide.

f yes, explain th

~

When this issue ap

nears related to SUBJID, check mapping to determine if SUBJID is
~multiple enrollments.

IS in the Reviewer’s Guide.
f no, remove SUBJID from the domain.
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