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Session Title

DI, DX, and CSV for Agile Development in Pharmaceutical Manufacturing

Abstract

The pharmaceutical industry lags behind Europe and the United States in the creation of new
pharmaceuticals using IoT devices, full automation through smart factories, and DX, and in the
manufacturing field, it takes time to deal with DI before digitization. In CSV, waterfall type system
development based on the V model is mainstream. Other industries are actively leveraging new IT
technologies and introducing flexible system development to create new value, speed up and increase
efficiency. In this session, we will present examples of effective DI measures in pharmaceutical
manufacturing and a roadmap for DX measures in existing factories, as well as introducing CSV measures

in agile development, which is one of flexible and rapid system development methods.
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Lecture title *

Future of existing factories- Approach for applying to Data integrity and Digital transformation for existing
factories

Abstract *

Compared to Europe and the United States, in the domestic manufacturing industry is much slow to Digital
transformation conversion. Notably, the pharmaceutical industry is said to be lagging behind. Partial of
large companies are in collaboration with IT companies, efforts to create new pharmaceutical products
using loT devices, full automation by smart factories, and unmanned operations have begun. On the other
hands, at production bases already operating, it is difficult to support DI and introduce new technologies.
We will take the example of an aseptic pharmaceutical factory from the perspective of "what to do with the
existing factory” and give examples of effective DI support using 9-BOX for the process from raw material

arrival to product shipment. We also propose a roadmap for DX support at existing factories.
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Lecture title *

Agile Development of Computerized Systems in the Pharmaceutical Manufacturing Field

Abstract *

In the system development in the pharmaceutical manufacturing field, CSV based on the V model of
GAMPS5 is carried out. The V model is mainly based on the development process of the waterfall type, and
system development in the pharmaceutical manufacturing field has long been common in the waterfall type.
However, "agile" is becoming popular as a system development method with speed and flexibility in other
industries, and there is a possibility that flexible system development for the Al/IoT era can be conducted
by "agile" in the pharmaceutical manufacturing field. We will present an example of how to meet CSV

requirements in agile development through a simple case study.
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