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External on-site data audits

 Checks performed by regional data center may
confirm internal consistency of data and identify
missing values

* On-site audits identify sources of error in data
collection, abstraction, and representation

o Assess structure, quality and reliability of
submitted data
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Core Data Tables
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Source documents
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Audit outcomes

Most common data errors observed:
-Incorrect ART regimens and start and stop dates

-Measurements and data found in the clinical
record but not included in the research database

-Laboratory values with no source documents

-Capture of clinical endpoints very challenging

Duda SN, et al. PLoS ONE. 2012:7:€33908




Percelved reasons for data errors

Doctors’ handwriting

« Access to archived files

« Completeness of charts

* Original lab slips/results not retained

 Abillity to retain well-trained
abstractors

Duda SN et al. Stud Health Technol Inform. 2015:;216:994.




Benefits of data audits

Useful data quality control for both regional data
coordinating center and local sites

Promote confidence in the shared dataset among
network investigators

Provide sites with an estimate of their data quality at
baseline and over time

Allow for the identification and resolution of weaknesses
In data prior to analyses

Lead to quality improvement interventions including self-
audit programs Q
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Application of data audit results

e Source data verification is considered the gold standard
for quality assessment of clinical research data but is
costly and time-consuming

« Degree to which low quality data affects outcomes of
observational research studies has not been established

 Planned analyses using pre- and post-audit data to
assess impact of data errors and data guality activities

(auditing) on study estimates
AT
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