We Don’t Know What We Don’t Know

Use in Sulorissions

remise:
* Are data “fit for use”? It depends upon how we want to use them.
* We must know the rules used to define, capture, database, clean, report and analyze them, including
(in)consistencies in business rules among sites, studies, and submissions. Today we don’t.
» Data fit for use within a study may be unfit wt 'a. studies.
* Rules are documented but are often unav  data, especially later
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Subjects are generally internally consistent and reasonably consistent within a site (Data Management cleans for this)
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Some cross-study checking for efficacy and safety patterns but ones like these may not be identified accessible later
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Cross-submission checking very rarely happens unless, €.g., safety issue arises; searches typically narrow

S

bility in surve

e.g., fever, n S prevalence or |
Warehouse Re

Z

And We Don’t Know It!

How to Know:

1. Reviewers: ask for the rules - Data Management Plans, Monitoring
Guidelines, Programming Assumptions, Analysis Plans, & more robust

C /) Kestrel Reviewer Guidelines.
Kit Howard 2. Sponsors: design data rules on a program rather than study level. Convey
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Kestrel Consultants, Inc. them to outsourcing partners.
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CDISC Shs Govemance board 3. Develop a schema for rules to travel with the data, perhaps becoming part
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