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Development of Medical Devices through Collaboration between Medicine and

Industry
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Development of medical appliances for analysis of cancer tissue nuclei and
corresponding pretreatment reagents in order for standardized pathological

diagnosis and overseas expansion of a series of the devices
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The objective of this project is to standardize immunohistochemical (IHC) methods that involve
subjective observation by pathologists and complex techniques and operating procedures, for
the purpose of overseas expansion. This will be achieved by preparing samples using
pretreatment reagents (A and B) and performing quantitative measurements with flow cytometry
(Fcw) .

In the current fiscal year, we developed the pretreatment reagents that can be used to extract
nuclei from formalin-fixed paraffin-embedded (FFPE) breast cancer tissue and determined the
compositions of the reagents that can detect a target antigen in the nucleus. In addition,
we showed that the efficiency of nucleus extraction is increased by adding a physical process
to the pretreatment reagent using a tissue crushing apparatus, and we made three prototypes
of this apparatus (a newly designed compact version). Furthermore, we successfully developed
pseudo—tissues for use as control material in determination of the nucleus extraction
efficiency with the pretreatment reagents and tissue crushing apparatus. We are going to file
patent applications regarding the control material.

We have also prepared a protocol for a clinical performance trial of the pharmaceutical
application of the System for No Inter-hospital Bias (SysNIB), one of the deliverables of
this project. We have held predevelopment consultations with a personalized support consultant
from the Pharmaceuticals and Medical Devices Agency (PMDA) to confirm the validity of the
trial protocol and the need for pharmaceutical application of the components of the SysNIB.
Regarding the sales strategy, we have begun discussions with an overseas office of Sysmex
Corporation to establish a premarketing strategy in cooperation with key opinion leaders (KOL)

overseas.
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