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5.3.1 B

SEMAHRER D L2 70 H X, AMEDIRBRORGER WL BT — 2 X—ZADIETh 5, AT
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FERRL 2 : ERFTMO BEME
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FERIZOWT, EREE (RE) & 2T 240 IESR  (RRRE)
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Region of Interest
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SPECT ) .
Single photon emission computed tomography
B U CHE Rk S 7o i R R 2 B o &R G- L, AR
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BAEFRNBETHLHE1C, BBREDIREBLZA L TORWVHESR
R, RREOFEASR
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EDMITRERBENDITHWT CE AR VWHEANRZ L, Lo T, il
THA L EZTRLUTCAA T ANADLAREELZE LD Z ENMETH
%o

B & BIEA(LIZZ DD OEBEREBETH D, BBEZE OFENIC
BWTHHICHER NN, 7 AL, BB T A, HRASAT A AT
LT ATHD,

_17_



MERRAA T A FHlE R OB EAMT OfFRA . HORZ o Z— R D E
MOFRICES D L XTI DA T A, fERE U CRE L FFREDOH
MRS, #lZ1E, L SPECT Aatko & & EEiikiE % 3 Thhic <
WEWS TGS HEBRER ST SN BEORERIRE T D L RE
DR S v, R ANE/NHE S D,

[ NA T 2 HFEE I L DT — Z OUEE ST MR E O a5 N 9
Y. b L, BHFEEDME 2 OYRE OBFRIUZ DN T > TN T,
BRI ANBRIAD RN DD & TR - 72 b D & 72 D FTREM D &
%

ANY NTG IS T A Gl LW B OO &2 & A TV Tz
DIZEL DY, RBROMGEFD, AAKFHEMR - 72 D L 722 5 AlHek:
DD,

I2d oot

B IREER (2 BV TRAZE th OB WAl & i S % 5k,

BRSSP DM EIR DG DM & LA R Y 72 <Rl 2 72 DI E T
0%, ZWTABEEERM T, IGBRE L RO #z 5 % 2 BEFEO
ZWHi 2 g R & 92856 &0 IRBREIKIC X DM i IRE &
BoAR LT D56 (BLENR) LREZLLND,

vA47u F—X
PRI

E MIBWTEHEEERAZBEL T EHES 2GR CGEREER)
D 1/100 22 WVHEXIT 100 4 g DWT VD2 W HEO WSS
%o EFERWER A \CHARR G35 2 LI K 0 i1 S AR AR

TR L

f PR A SRR SR IRBEIC A B RER 45 U < BT 25 ME,
SRERBER O LU D T 2 (REET B 7= DICAT 5. & BIc, BRI
BN THEEOIERFE AR bT 5 = & BT,

=

b

ghal W B OB E N, B OEF TN TH S S AL 51T B
1,
510 B = b ot NBLASEIROHIE & A AT B falitt (5 SA 7 2)
B MET 501247 5.,

i

ER L H#RIZBIT DR LR,
HgZEOAZMEL, OEBRNS/OLNLEROEHS, QL
FONDIEBMOEKATEIRO ~SOERN MRS D,

_18_



FEDFHR
HEDHY BB L
B 1728
a b
e]=3k8 H M
c d
AR P
=alla+c) =d/(b +d)

BitER R (PPV)
a/(a +b)

e (NPV)
dic+d)

_19_



£ EXB
TR B i D BRIRAPAIE B L T2 & & ik &

o EHEA R -

. Fleiss JL, Levin B, and Paik MC. Statistical Methods for Rates and Proportions 3rd
edition, pp 598. Wiley Interscience, 2003.
SKETCH #F78% IR — % OEEME & 241k, A =27 1 X M, 2005.
Zhou XH, Obuchowski NA, McClish DK. Statistical Methods in Diagnostic Medicine, pp.
104. Wiley Interscience. 2002.
Zhou XH, Obuchowski NA, McClish DK. Statistical Methods in Diagnostic Medicine, pp.
169. Wiley Interscience. 2002.
DeLong ER, DeLong DR, and Clarke-Pearson DL. Comparing the areas
under two or more correlated receiver operating characteristic curves: A

nonparametric approach. Biometrics. 1988; 44: 837-845.

HA RS Bk :
<ERHK>

U. S. Department of Health and Human Services, Food and Drug
Administration, Center for Drug Evaluation and Research (CDER) and
Center for Biologics Evaluation and Research (CBER). Guidance for
Industry. Developing medical imaging drugs and biological products. Part
1: Conducting Safety Assessments. June 2004.

http://www. fda.gov/cder/guidance/5742prtl.pdf

U.S. Department of Health and Human Services, Food and Drug
Administration, Center for Drug Evaluation and Research (CDER) and
Center for Biologics Evaluation and Research (CBER). Guidance for
Industry. Developing medical imaging drugs and biological products. Part
2: Clinical indications. June 2004.

http://www.fda.gov/ cder/guidance/5742prt2.pdf

U.S. Department of Health and Human Services, Food and Drug
Administration, Center for Drug Evaluation and Research (CDER) and
Center for Biologics Evaluation and Research (CBER). Guidance for
Industry. Developing medical imaging drugs and biological products. Part
3: Design, analysis, and interpretation of clinical studies. June 2004.

http://www.fda.gov/cder /guidance/5742prt3.pdf

_20_



Committee for Medicinal Products for Human Use (CPMP), European
Medicines Agency: Guideline on Clinical Evaluation of Diagnostic Agents.
London,23,July,2009:

http://www.emea.europa.eu

Committee for Medicinal Products for Human Use (CPMP), European
Medicines Agency: Appendix 1 to Guideline on Clinical Evaluation of
Diagnostic Agents (CPMP/EWP/1119/98 REV.1) on Imaging Agents.
London,23,July,2009:

http!//www.emea.europa.eu

<KH>

EELOBMKRBROEROEBEIZEHT 285 (FR9MFE3 A 27T AFITEAES
T 28 )

~A 78 F—XHKABROEMICET L2022 (K 2046 A 3 HAHT
WREFARKE 0603001 =)

NS O KRRER LK O ERTEAKBRTE OO O EHIRL 2MERR O I

WDOWTDOHA XA 22T (ERL 224 2 A 19 BT EEF AT 0219
%4 5)

EWEOKBAFICE LEET R HEICO W CCER 174 3 A 31 H A1) 3%
BHEAEFRE 0331009 =)

(T ICEH I N EELOBIKFFMEICETL2HA RIT A4 ] 1220 T

(Fr b4 12 A 2 B AT HEBIEE 104 5)

AR REBR O — R IC o>V T CERR 1044 H 21 AT E KK 380 5)

(EE R RBR O 7= D OEFMEA ) oo W T CERR 10 48 11 A 30 H 17 £ 5%
#1047 =)

(EHRGERBICB T2 MBI R GERBROLZEEEZHRT DO TA X

AL O T (Fk 2444 H 2 AT EAEEAI 04025 1 5)

T Ot :

Cherry SR, Sorenson JA, Phelps ME: Image Quality in Nuclear Medicine:
Physics in Nuclear Medicine, 3rd ed. Saunders, Philadelphia, 2003:
p253-272.

_21_



