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Serological Risk Assessment for Toxoplasma Infection in Pregnant Women

Analysis of Toxoplasma IgG avidity index data, based on serum samples and clinical information collected by our
group, yielded a sensitivity of 100% and specificity of 80%. Based on these results, Abbott Japan, Inc. submitted a
regulatory application for the ARCHITECT Toxo IgG Avidity reagent on October 30, 2023. The reagent was officially
approved on October 10, 2024.

Development of a Novel Urine-Based Rapid Diagnostic Test for CMV Using Immunochromatography

We developed a prototype immunochromatographic test in collaboration with partner companies. The method
demonstrated detectability in CMV-positive neonatal urine. However, the improved sensitivity of a subsequent
prototype led to false positives, prompting ongoing optimization to balance both sensitivity and specificity.
Development of an In Vitro Diagnostic Test Using Umbilical Cord Tissue for Diagnosing Congenital CMV
Infection

Diagnostic capability using umbilical cord tissue was confirmed, and the centralized diagnostic system was maintained
for retrospective diagnosis of congenital CMV infection.

Feasibility Study of Neonatal Urine Screening for CMV Infection

Regarding universal screening, a self-paid service provided by Shinotest Science Lab, Inc. expanded to 16,276
tests/year across 55 facilities nationwide by FY2024, identifying 37 positive cases (0.23%). Mass screening has now
been established and proposals are being submitted in collaboration with the Children and Families Agency to include
this under public subsidy programs.

Dissemination of Guidelines, Infection Control Measures, and Medical Consultation Services

The physician-focused website was updated to include detailed guidelines and Q&A on proper management of
congenital CMV infection. A streamlined process was introduced for central diagnostic applications, including

umbilical cord testing and CMV DNA quantification in blood and urine (https://cmvtoxo.umin.jp). Some educational

materials were released.

Protocol Development for a Physician-Initiated Clinical Trial on Antiviral Therapy for Late-Onset Hearing Loss
in Congenital CMYV Infection

The trial protocol was developed and successfully approved under the AMED Clinical Research and Clinical Trial
Promotion Program.

Follow-Up Study on Growth and Development After Antiviral Treatment in Symptomatic Congenital CMV
Infection

A prospective 4-year follow-up study was conducted on patients with symptomatic congenital CMV disease from a
prior physician-initiated clinical trial of VGCV therapy. At 3 years of age, hearing was maintained without
deterioration, providing the first global evidence of sustained treatment benefit (J Clin Virol, 2025).

Centralized Testing for Quantification of CMV DNA in Blood and Urine During Antiviral Treatment for
Symptomatic Congenital CMV Infection

Centralized testing of blood and urine CMV DNA levels continued. As of May 2024, the 2024 revision of the national
medical reimbursement system approved insurance coverage for CMV DNA quantification in blood for symptomatic

congenital CMV infected patients with the antiviral treatment.
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