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Purpose of this research and development
In this research and development, the first goal is to put into practical use of the rapid
identification and quantitative test (bacterial name & bacterial count/mL) that was originally
developed. In other words, the aim of this study is to speed up infectious disease testing,
create a new biomarker of infectious disease severity and therapeutic effect, and achieve
its practical application. The second goal is to expand the test target not only to blood
samples but also to various samples of infectious diseases

To “practicalize” this method is to acquire “advanced medical care” of the rapid
identification and quantitative method for causative organisms. Therefore, we aim to build a

simple examination system that automates the examination itself as much as possible.

Outline of the results of this research and development (all R & D period)

Throughout the entire R & D period of AMED ACT-M, although there was a slight delay due to
the SARS—CoV-2 disaster, it is considered that the overall R & D goal was almost achieved
The development and manufacture of syringes, vacuum blood collection tubes, and blood
collection needles free of bacterial DNA contamination was achieved at an early stage, and
new blood collection tubes for newborns and newborn & adult bacterial culture bottles free
of bacterial DNA contamination were also successfully developed. We have constructed the
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examination system that includes an automatic nucleic acid extractor and software for
identifying the causative organism. The rapid identification kit for the causative organism
has been made available as a research reagent with high quality and stable production. In
addition, for the rapid identification method of causative organisms, a clinical performance
test for regulatory application will be conducted from February 2022. Therefore, for the
rapid identification and quantification kit for the causative organism, only the rapid
quantification method for the causative organism was separated and applied to advanced medical
care. A total of 1,166 samples (605 blood samples and 561 non-blood samples) were tested for
the rapid identification and quantitative testing of the causative organism during the entire
period, and necessary and sufficient data could be obtained. In the future, we will continue
to write numerous papers and make presentations at academic conferences to widely promote
and recognize the usefulness of the new biomarker “bacterial count”. Furthermore, we will
carry out insurance coverage of the rapid identification method for the causative organism
and acquisition of advanced medical care for the rapid quantification method for the causative

organism.
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