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Consideration of new requirements for APS and research on airflow visualization survey

Aseptic process simulation (APS) is an important validation for quality assurance of sterile
medical products by aseptic processing. It is important to properly understand and
implement the regulatory requirements for APS. EU-GMP Annex 1 revision has significantly
added APS requirements. In this session, we will pick up some of the requirements and
introduce appropriate APS practice considerations and examples.

In addition, one of the key factors in achieving successful APS results is strict adherence to
aseptic manipulation techniques. The importance of this adherence can be made clear to the
personnel through an airflow pattern survey. The results of this literature review will be
presented in the next presentation entitled ” What is the nature of the requirement for

airflow visualization?
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Appropriate setting and case study for intervention and filled units etc. in APS, which are

read from the PIC/S Annex 1 revision draft

Takeshi Toyoda (ROHTO Pharmaceutical Co., Ltd.)

Aseptic process simulation (APS) is one of the most important verifications for quality
assurance of aseptic medicines manufactured by aseptic operation, so it is important to
correctly understand and practice the regulatory requirements for APS. The latest Annex 1
revision draft clarifies the various APS requirements that regulators expect with newly
established chapter on APS. In this session, we focus on the range of intervention and filled
units etc. that should be verified by APS, which can be read from the requirements, and

introduce the consideration of appropriate APS practice and its case study.
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Research Report of Airflow visualization on the Aseptic Processing Isolator: Part 1

Noriaki Morimoto (TOWA PHARMACEUTICAL CO.LTD.)

The concepts of contamination control strategies for cleanroom environments in the aseptic
processing of sterile drugs varies considerably among the various guidelines. Understanding
the differences can only be achieved by understanding the “current technical limitations™
and the “background legal and regulatory trends”. This presentation will report the results
of a study on “airflow patterns” in clean rooms, especially considering the perspective in

isolators.



