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RIF COEABDframework

Duke-Margolis Center for Health Policy "Characterizing

RWD Quality and Relevancy for Regulatory Purposes”

(2018)T(&Relevancy &Quality [CHTIAT DR D ([CEIEE

ncnd
— Data Relevancy
« Availability of key data elements :
(exposure, outcome, covariate, it
patient-level linking) Relevancy for Regulatory

» Representativeness
« Sufficient subjects
« Longitudinality
— Data Quality
« Accuracy(Validity, Conformance,
Plausibility, consistency)

« Completeness
* Provenance
« Transparency of data processing
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Historical use and prior data management documentation of RWD
sources;

— Assessments of selection bias from data sources;

— Assessments of information bias from data sources;

— Impact of assumptions and procedures from data cleaning,
transformation, de-identification, and linkages;

— Assessment of changes in key data element capture and coding over
time;

— Measurements of accuracy for critical data fields, such as
consistency with source, sensitivity, and specificity of calculation
and/or abstraction;

— Historical or verified validity measures of critical data fields; and
Assessments of data completeness by field and over time.
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