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1. Development of effective feedback method for improvement of IVD

The research group has developed the AI-IVD conference together with Japanese Association of Clinical
Reagents Industries to make the plan for IVD performance survey.

2. Establishment of a base for IVD performance survey

We constructed the HBs expression vector with various strains of multiple HBV genotypes. For the purification or
quantification of generated proteins, several tag sequences were inserted into the N-terminus or C—terminus of
the HBs coding gene. These generated plasmids were transfected into the HepG2 cells, and assessed the
expression of HBs proteins by CLEIA and Western Blotting.

3. Performance survey for HIV IVD using HIV Ag panel

To evaluate 4th generation HIV screening test kits, new HIV-1 p24 antigen panel including various HIV-1
subtype/CRF/group was prepared and used to examine five test kits approved in Japan. The result is consisted
with other reports using clinical specimens, HIV-1 p24 international standard and seroconversion panels. This
result indicates surveillance of 4th generation HIV test kit with this panel is useful to evaluate antigen detection
sensitivity in acute phase of HIV-1 infection.

4. Preparation of HEV seropositive panel and performance survey for HEV IVD

To establish HEV seropositive serum/plasma panel, we started to construct the system for collecting
serum/plasma from reginal core hospitals for liver diseases, National Hospital Organization, and Japanese Red
Cross Society.

5. Survey for international standard and international reference panel

The proposed manual was discussed in the scientific committee SoGAT2016, about the preparation of secondary
reference materials for IVD designated for infectious diseases. It was applied for NAT and antigen tests, and
antibody tests were deleted from the manual. Problems about antibody tests are being discussed in SoGAT
committee, including anti—-HBs and anti—Rubella. Standardization of lab—developed tests and Point—of—Care assays

is another problem.
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