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Abstract

Background and purpose

Fever of unknown origin has not been decreased in its incidence even after the development of
medical technology, and been recognized diagnostic challenge. Physician cannot start specific
therapy for the patients not knowing the cause of fever, early diagnosis of the cause of fever is
essential for effective therapy and improvement of prognosis.

FDG-PET/CT has been well known as effective diagnostic modality of cancer, and has been
approved for medical insurance reimbursement system in Japan. Elevated FDG uptake is not only
the landmark of cancer, but also seen in inflammatory lesions. Advantage of FDG-PET/CT
detecting all active lesions through the whole-body scanning can be applied for the detection of the
cause of fever in the patients of fever of unknown origin (FUO). However, this application is not
approved in the health insurance system. In order to extend the application of FDG-PET/CT to
FUO, here we have planned and performed a nationwide multi-center, prospective clinical study of
comparing FDG-PET/CT to gallium SPECT for the detection of the cause of FUO.

Methods:

Patients having fever of unknown origin will be registered to JCRAC-Data Center and examined
both with FDG-PET/CT and gallium SPECT. Physician in chief should try to reach the final
diagnosis using these imaging data and additional necessary examination etc. The committee for
the final evaluation will decide the diagnostic accuracy of both FDG-PET/CT and gallium SPECT.
Superiority of FDG-PET/CT against gallium SPECT in the sensitivity for the detection of origin of
fever in FUO is the primary end-point.

Progress in NCGM

Formal approval for Advanced Medical Care (Senshin-Iryo) was obtained from Ministry of
Health, Labour and Welfare Japan on June 1, 2014. The kick-off meeting in our hospital was
opened on July 1. And the patient registration was started on September 1st. By the end of March
31, 2015, 16 patients were registered and examined.

Progress of multi-center study

Seven institutions were approved as cooperative clinical research institutes of this Advanced

Medical Care (Senshin-Iryo) on June 1st, 2015.
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