Clinical Data Quality Checks for CDISC
Compliance Using SAS: The Comprehensive
Guide

Clinical data quality is paramount in ensuring the accuracy and reliability of
clinical research findings. The Clinical Data Interchange Standards
Consortium (CDISC) has established guidelines for standardizing clinical
data, ensuring its interoperability and comparability across different studies
and institutions.
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SAS is a powerful statistical software package widely used in the
pharmaceutical and healthcare industries. It provides robust capabilities for
data manipulation, analysis, and reporting, making it an ideal tool for
performing clinical data quality checks.

This comprehensive guide will delve into the essential techniques for
conducting thorough clinical data quality checks using SAS. We will cover
the full spectrum of checks required for CDISC compliance, empowering
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you to streamline your clinical research process and enhance the quality of
your data.

Types of Clinical Data Quality Checks
Clinical data quality checks can be broadly categorized into the following
types:
= Data Validation Checks: These checks ensure that data conforms to
defined rules and criteria, such as data type, range, and format.

= Data Cleaning Checks: These checks identify and correct errors and
inconsistencies in the data, such as missing values, outliers, and
duplicates.

= Error Detection Checks: These checks detect potential issues in the

data, such as coding errors, transcription errors, or data entry errors.

CDISC Compliance Requirements

CDISC has established a set of standards and guidelines for representing
clinical data in a standardized format. These standards are designed to
facilitate data sharing, analysis, and interpretation across different studies
and organizations.

The key CDISC standards relevant to clinical data quality checks include:

= CDISC Study Data Tabulation Model (SDTM)
= CDISC Analysis Data Model (ADaM)

= CDISC Clinical Data Acquisition Standards Harmonization (CDASH)

Performing Clinical Data Quality Checks Using SAS



SAS provides a wide range of functions and procedures for performing
clinical data quality checks. Here are some of the essential steps involved:

1. Data Import and Preparation: Import the clinical data into SAS and
create the necessary datasets and variables.

2. Data Validation Checks: Use SAS data validation functions to check
for data type, range, format, and other constraints.

3. Data Cleaning Checks: Use SAS data cleaning functions to identify
and correct missing values, outliers, duplicates, and other errors.

4. Error Detection Checks: Use SAS error detection functions to detect
potential issues in the data, such as coding errors, transcription errors,
or data entry errors.

5. Reporting and Documentation: Generate reports and documentation
to summarize the results of the data quality checks.
SAS Functions and Procedures for Data Quality Checks

SAS offers a rich library of functions and procedures specifically designed
for data quality checks. Here are some of the most commonly used:
= Data Validation Functions:
INPUT(),INRANGE(),ISMISSING(),ISVALID()
= Data Cleaning Functions: COALESCE(),IF(),MISSING(),MODIFY/()
= Error Detection Functions:

ERRORCODE(),ERRORTEXT(),LAG(),LEAD()

Ensuring clinical data quality is essential for the accuracy and reliability of
clinical research findings. SAS is a powerful tool that provides robust



capabilities for performing comprehensive clinical data quality checks. By
following the techniques outlined in this guide, you can effectively
implement CDISC compliance and streamline your clinical research
process.

This guide has provided a comprehensive overview of clinical data quality
checks using SAS. For further in-depth knowledge, we recommend
consulting the SAS documentation and other resources on CDISC
compliance.
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