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We promote the use of rapid microbial test methods in the management of pharmaceutical
manufacturing processes, and while investigating the usage status of pharmaceutical companies in Europe,
the United States and Japan, we attempted to apply them to the manufacturing process.

We had an expert meeting with the European Pharmacopoeia and the moderators of the European
Directorate for the Quality of Medicine and Healthcare (EDQM) to investigate the way of thinking about
promoting the use of regulators. We investigated the situation in the United States about them. This
information was shared by the research group and compared with the current situation in Japan.

We invited a pharmaceutical researcher of rapid microbial test methods from Europe, to group meeting
on Rapid Microbiological Method in Japan. He introduced status of microbial rapid method and new
method by European pharmaceutical companies, application fields, comparison with conventional methods,
the way of thinking of European regulators, the way of thinking of pharmaceutical companies, and so on.
Participants of Japanese pharmaceutical companies reported on the introduction status, application fields,
comparison with conventional methods, etc. of each company's microbial rapid method and new method.
Based on these contents, we compared the current situation in Japan and Europe and exchanged opinions
on future trends.

Demonstrated the necessity of environmental monitoring by the rapid microorganism method in the
pharmaceutical manufacturing environment. In the environmental monitoring of the rapid microbial test
method in the manufacturing process, the applicability of the comprehensive analysis of the microbial flora
by the amplicon sequence targeting the 16S rRNA gene to the pharmaceutical manufacturing environment
was examined, and it is becoming widespread. To analyze the status of using the rapid microbial test
method for manufacturing process control and the future introduction schedule, the introduction status of
the rapid microbial test method, their improvement methods, and future introduction to domestic
pharmaceutical companies. We conducted a questionnaire survey on the fields of application and
prospects that we plan to use, analyzed the results, and made recommendations.

We were planning a trend survey of European regulators on rapid microbial testing methods and new
methods, but abandoned travel due to the epidemic of the new coronavirus infection, and emailed with a
leading European expert in this field. We exchanged opinions with each other. It became clear that
EDQM is focusing on validation of the rapid microbial test method, which is a major issue in the future,
and a joint research system was established with him.

During the three-year research period, we investigated the domestic situation of the rapid microbial
method and the new method, and clarified the necessity and future prospects. Compared to the situation
overseas, in Europe and the United States, the rapid microbial method and the new method are evaluated
by the validation method of the microbiological test method notified to the European Pharmacopoeia
(Ph.Eur.) and the United States Pharmacopeia (USP). The Japanese Pharmacopoeia (JP) also requires
validation of manufacturing processes and testing and inspection of appropriate process control and quality
control, and there is “validation of Analytical Procedures” in the General Information, but there is no validation
related to microorganisms, and the current situation is in the Ph.Eur. and the USP in the JP as well. It
uses the validation method of. In view of these circumstances, the need for validation of microbiological
methods has become clear in Japan as well. In the future, we have established a system to promote joint
research with leading European experts through this research activity, so we will establish a new research
group for listing in the JP, based on the situation of overseas regulatory authorities. We would like to

study the validation of microbiological methods and proceed with the evaluation of rapid microbial methods

3



and new methods.



