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Abstract : Background and purpose

Fever of unknown origin (FUO) has been recognized as diagnostic challenge even after recent
development of medical technology. Early diagnosis on the cause of fever is essential for
improvement of prognosis. FDG-PET/CT has been well known as useful diagnostic modality of
cancer, and was approved for medical insurance reimbursement in Japan. Elevated FDG uptake is
not only the landmark of cancer, but also seen in inflammatory lesions. Advantage of
FDG-PET/CT in detecting all active lesions through the whole-body scanning has been applied for
the survey of FUO in our previous study. However, clinical evidences are not enough to have
approval of the health insurance system in Japan. In order to have sufficient clinical evidence of
FDG-PET/CT for FUO, we have planned a nationwide multi-center, prospective clinical study.
Methods:

Eligible patients will be registered to JCRAC-Data Center and examined both with FDG-PET/CT
and gallium(Ga) SPECT. Both images will be interpreted by the committee for images evaluation.
Physician 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 Ga SPECT. Superiority of FDG-PET/CT over Ga SPECT in the
sensitivity for the detection of causative lesion of fever in FUO is the primary end-point.

Progress in NCGM

Approval for Advanced Medical Care (Senshin-Iryo) was obtained from Ministry of Health,
Labor and Welfare Japan on June 1, 2014. Ppatient registration was started on September 1st in
our hospital. By the end of 2015, 16 institutions were approved as cooperative clinical research
institutes of this Advanced Medical Care (Senshin-Iryo). Also 16 patients were registered. A total

of registered patients both from NCGM and other institutions was 100 or more, at March 31, 2017.

Working plan for the next year.
Image interpretation sessions for the FDG-PET/CT and Ga SPECT, also final evaluation sessions
will be performed. After the completion of each data sets, statistical analysis will be performed to

yield the final results.

Researchers [Z[X, DEMAREZILHT 5,



FER28FEEEHRS

26f5116 IR RE MHARE | » EiERERRRE2—
4, - b AN
FeEEEB _ ' AR
FDGZ FHUV-PET/CTIZ &5 O mRERERAR
ASBREAD &2 1 (JPET-FUO) gy | EmTAS
" K BRI K%
e NP
EE1 7N SN s I IR
% 1t 5% CE 5] & £ B 85 L4 BimEMXF
BBt KR,
L RALK R
WK EEERt4—
HELSPERE

ﬁﬁbml:j( = g K
ASTER B

%pél\jﬂq RIG XK

ERitR, THRAY

o R AR HH K
E'"“.** P APy Wik
4 »;. '.-' a1 ; aEE j([ﬂil_'ﬁj( ‘ .
' \-* s b ki o Y JiE 5l £ 8RR 35 (3/31)
Ry . Y £ 11015




2635116 FIA =E H28FEE =EHFEHS2

RERZHRFEETOO—FTYT =
ERR (%’Eé&ﬁ%l_OL\tPMDATﬂ,ﬁﬁ) o -
@:FDGE R E H100, F200, F300 (F R E#M T A4t ) =

®: FDG‘éfhjZ £E AMFGO1 (JFETO /A% &£4t)

) :FDGE AL E TRACER1ab MX FDG (U—A—ANIIWRGT T -v\oc K& tt)
EE

D:FDGRE Y F(BARAD T4y v I AR &)

@:FDGRF v —MPES (BAFE A LR EFEFHEL2—) 20195
SEERTOBELESR: THBOEIRZ

/ S ATRERFRZE S HEE B \

ﬁ%i\‘..%ﬁ%:FDG-PET for the diagnosis of fever\ /‘t%ﬁ% FDG-PET/CTORBAZE DA —H
of unknown origin: a Japanese multi-center 1)) LSPECT &M LLEFRZE

study THAY: FIRMEZMFHR VAT —/\—iAER

BBFYA . BOMESHRAE(BEE) | gen 0
#iFR. 2006478 ~2007412H gp. 20145F4 B ~20194 34

o B84 S
RSB o

R ERE #4: 180451
tRERE 2 7645 ) svalinyay
iic?otaK et al FEMHIER: FDG-PET/CTRUAY DL
' . = 3 2 4 =
an Nucl Med (2011) 25:355-364 / QPECTLJ:%;%&J%:-MA&&!&ZEO)% (fitt) /

\ [ E RS OXER. HEE. BEVCHIRSA> ] /

ICH-GCPIZEPLI-EEEBEZTL . AABREZIMAERELT
FOGEMEE. EEMDESKIEZTHIET . (PMDAEEEEMEHRICTAEEH)




PERERRPEFFIRGHREITONT

PR ¢ 2615116
IR

FDG-PET/CTD A HEZZ T~

JiaJi— Y 7 ISPECT & D Hhigehfi 52 (EHs

TPET-FII0)
TAENSEE 4 - A el

g
MK A R EE FoaEE Pk 75 &

L
FRFEK

ZA kv HRE E==r4 ai £ H
L
ZOMBERGEE, TLE, TUAE)

XA b HERAE HEFR I e £HH
2L
BFFRARRBUS OV T R T OO )FE#oZ &,

o ReETHEE (REEE) =5

%’E%g% %ﬁ%ﬁ (i@ﬁﬂlié?ﬂ%ﬁ) ﬁa (EF';:EJEI) II:H’;T:EE-I

2L

ML MRIWIHE O TRZ4S72 L) LD &,

KEAEMFEE DB RSy ONE &

Rl Z




	H28報告japanese26指116　南本 亮吾
	H28報告english26指116 南本 亮吾
	H28度　実績報告 26指116 南本 亮吾
	スライド番号 1
	薬事承認申請までのロードマップ�医療機器　（複数使用についてPMDA了承済み）�　①：FDG合成装置 H100、F200、F300 （住友重機械工業株式会社 ）�　②：FDG合成装置 AMFG01 （JFEテクノス株式会社）�　③：FDG合成装置 TRACER1ab MX FDG （ジーイーヘルスケア・ジャパン株式会社）�医薬品�　①:FDGスキャン注(日本メジフィジッックス株式会社)�　②：FDGスキャンーMP注射（財団法人先端医学薬学研究センター）�先進医療での適応疾患: 　不明熱の熱源診断

	tokkyo　H28年度　26指116　南本 亮吾
	研究発表及び特許


