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Abstract

Background and purpose

Sarcoidosis is a disease in which parts of the body develop granulomas. Cardiac
sarcoidosis refers to the development of sarcoid granulomas in the heart muscle. Cardiac
failure induced by cardiac sarcoidosis is the leading cause of death in patient with
sarcoidosis. Therefore, early detection and induction of therapy are necessary, but
various symptom and low success rate of cardiac biopsy have been huge limitation for the
diagnosis of cardiac sarcoidosis.

FDG-PET is available reimbursed imaging test for the diagnosis of cardiac sarcoidosis,
however physiological FDG uptake in myocardium is a limitation for the diagnosis, and it
should be controlled.

We hypothesized that 4DST which reflects cell proliferation may be optimal PET tracer
due to specificity in inflammatory grabuloma and low physiological uptake in
myocardium.

We submitted the research protocol of this study to IRB of our facility. We have
experienced the PET tracer in 500 or more patients without any harmful event. IRB
requested to submit the result of preclinical safety test of this drug according to “Outline
of ethical guidelines for medical and health research involving human subjects”.

The object of this study is to evaluate the diagnostic accuracy of 4DST for cardiac
sarcoidosis. In addition, we tried to evaluate the potential of 4DST for the therapeutic
assessment of cardial sarcoidosis in 3 time of PET scan (baseline, early state after
initiation of therapy, 6 months after initiation of therapy). However, estimated radiation
exposure in one PET test is maximum 7 mSv, therefore 6 time PET scan in 6 months was
thought to be excess of radfiation exposure. Therefore we changed the protocol to evaluate
just the diagnostic accuracy of 4DST for cardiac sarcoidosis. This study protocol was
finally approved by IRB of our institution in December 2017. We started this study from

Feb of 2018, after completion of an insurance contract with an insurance company.
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