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Neonatal Cardiac Lupus Prevention Project: Hydroxychloroquine to Prevent
Recurrent Congenital Heart Block in Japan
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We conducted a survey of complete atrioventricular block that developed
between 2006 and 2016 at 184 facilities of Japanese Society of Pediatric Cardiology and Cardiac
Surgery. Total 112 cases were associated with maternal anti-SSA antibody; the mortality and
pacemaker placement rate were 10.7% and 78.5%, respectively. Of these, 4 were recurrence in the same

mother.

Since we found the number of cases were too small to calculate a predictive model by genome analysis
and a clinical trial using hydroxychloroquine had been started in the US (PATCH), we started an
investigator-initiated clinical trial in Japan from September 2017 (J-PATCH). This study was a
single center study using telemedicine for nationwide recruitment. After the issue of Clinical
Research Law, the protocol was revised to a multi-center trial without using telemedicine. As of
March 2021, 13 cases were enrolled and the recruitment is ongoing.
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