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Data Integrity Risk Assessment (DIRA) for Laboratory Testing Processes

n recent years, fraud due to inappropriate management of data, such as data falsification
and alteration, has become a major social issue both in Japan and overseas, and there have
been increasing tendency in the number of recalls and cases of administrative punishment in
the manufacture of pharmaceuticals. Because of this background, regulatory authorities
around the world have begun to issue guidance focusing on data integrity, and the
importance of data integrity has been widely reaffirmed.

In this session, we would like to explain the outline of the PIC/S guideline, which was
officially published in July 2021, and introduce examples of DIRA methods for testing

processes, not limited to system DIRA, to help companies improve their data integrity.
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Case Study of Data Integrity Risk Assessment (DIRA) for Testing Processes in

Pharmaceutical Quality Control Laboratory
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n July 2021, the PIC/S Data Integrity (DI) Guidelines were published in their official version.
In the first part of this presentation, we will explain the differences between the Draft 3
version issued in November 2018 and the official version of the guideline in detail.

In addition, DI risk assessments related to QC laboratories have been conducted mainly by
paper records or by individual systems such as analyzers.

In Part 2, we propose a model for DI risk assessment based on the PIC/S DI guidelines,

which follows the test method process for each test item.



