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Cytomegalovirus, Toxoplasma

D Develop and spread the diagnostic examination for CMV infection of neonates.
In our previous research group (2013-2016), we established the diagnostic examination kit
detecting CMV in urine of neonates with 2 industrial companies, and one company has already
applied it to PMDA for official approval. In 2017, it will be approved by PMDA. We have tried
to make national health insurance available for this diagnostic examination. We have asked
several medical societies to recommend using this kit for diagnosis of neonatal CMV infection.
Japan Society of Obstetrics and Gynecology published recommendation for using this kit in their
guideline for clinical practice in April, 2017. We are trying to establish the screening test for
neonatal infection using filter paper.

@ Diagnostic service of congenital CMV infection and registry of patients with congenital CMV

infection.

We have served free diagnostic service for congenital CMV infection at University of Nagoya.
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We will continue this service until national health insurance becomes available. We are keeping
the registry of patients with congenital CMV infection at University of Tokyo.
@ Risk diagnosis of pregnant women and its central laboratory service.
With 2 collaborated industrial companies, we have completed official consultation to PMDA and
set final protocol for prospective study to establish diagnostic examination of maternal-fetal
infection risk of CMV and Toxoplasma (Toxo) for pregnant women. As for CMV infection, we
are collecting blood samples of pregnant women with IgG positive conversion during pregnancy
(low avidity) and previously infected IgG positive at early stage of pregnancy (high avidity). As
for Toxo, we are collecting blood samples of pregnant women with IgM positive at early stage of
pregnancy and with previously infected IgG positive.
@ Preparation of investigator-initiated clinical trials of anti-viral therapy and approval of
unapproved antiprotozoal medicine
Anti-CMV medicine, Valganciclovir, is not approved in Japan. We have discussed and prepared
the clinical trial of anti-CMV therapy as well as approval of unapproved anti-protozoal medicine.
® Spread and verify the clinical guideline for prophylaxis and treatment, and keep medical
consultation system.
We have made the clinical guideline for toxoplasma infection in pregnant women and neonates
and published it in our homepage. We are keeping our medical consultation system.

0

Zika virus

(@D Clinical guideline
We have made a clinical guideline for Zika virus infection of pregnant women in reference to
American guideline made by CDC, and published it in the homepage of National institute of
infectious diseases and our research group.

@ Diagnostic service of Zika virus infection based on the clinical guideline.
We established the diagnostic service for Zika virus infection-suspected pregnant women in
National institute of infectious diseases.

@ Medical consultation service.
We have assigned 8 hospitals of Obstetrics and Gynecology and 4 hospitals of Pediatrics in our
research group as the consultation institutes for Zika virus infection-suspected pregnant women
and published the names of these hospitals in above-mentioned clinical guideline. We have
consulted 4 cases and examined 3 cases but had no positive cases.

@ Diagnosis and follow-up of neonates

We are making the guideline for neonates. We have no congenital Zika virus infection-suspected

neonates.
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