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0315 % 4 BB O 5 (REICHET LIFEH) O 1~2 W ICHE 6 (MEFDORTE
F) D1~ ICESE EREEE (BURRZHEEFEETE) ORI BRI D72
FE e 6,

AF1EY 70 OFKGEIZT7T4GBq THHZ &b, RAEZEG LIEBOEE
e, IR E OB LY, ERAEFEONTWIZISBRELZRHL, ToEE
K OIWCAT, MEFMICHN D EDMERELIL, £ 10 0.00617 [ 1 Sv - m2-
MBq!-h1] 2\, EERICIE 101 HIZHE > T, AEMEIES REZ KBTS
OO EREEELTHEREDZ L,

K9 ERUEEZOHTHIIIRE

EBE (1HH7-9) FREOHRE (1% 7-0) " BB
VvEde | 1EE P e BIx < B3 | HEHE Wix < FERE 2l B
R ) (cm) e i R (cm) R [ F9ES
(43) (mSv) (43) (mSv) (4 5) (B2 %)
YE f 5 50 0.013 5 10 0.319 peEE
50mSv/4E
100mSv/5
H 500mSv/4
k3 2 W]
#5 | 30 150 0.009 30 100 0.019 fe bk D B 7
M
5mSv/3 A
FEGBRERELEAVESEM, EEOSEMMEOWMEIT, 10~/ 7 A — b LREYE
Eviro Z &,

HEHEO TEMY 720 ONBEIE<ICLD2ENHRE (mSv/ill) Eix, [k 12
12 A 26 AIEAR GRS 398 5 29 It 5%, kRICK W EH IR D 32,
E = e x [
2T, IF T EMIC o X W AEEL 22 SR T E O & (Bg) T,
I = 1.2x106%x C x ¢
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1.2x106 @ R A2 1R AT 2 22 O E (cm3/h)
C:1HEMY7Y DK RERE (Bg/cm?)
t 1Y 7= OEERERH

C = AxRBEx1HEM oMM B %/ (Vx106x8 (h) x1 i M O Pk i D
B8 A %0

A:1 BoORXRMEMNTFEHE (Bg)

V:=ZENOYEXE (m3/h)
PEXE V (m3/h) T 8KM/HEIRT HH D LT 5,

ARENOEE. A 7.4GBq. MHELE : 0.001, 1 HOEHNOPEX & : 560 (m3/h)
X8 (h), 1EMOMEHAS : 1 A (RAOMHEHAF) . 18EM O PR OB H A
¥ .5 H., {EEREM : 54 (0.083h), e (Lu-177 # W A L7256 O LR &
%) : 1.0x10¢ (mSv/Bq) &35, 1M S0 ONHHEIL I L D2EDHREE
(mSv) ZLLTFO#EY &5,

C 7,400 x 106 x 0.001 x 1/(560 x 106 x 8 x 5) = 3.30 x 104 (Bq/cm?)

I = 1.2x1086x C x0.083x1 = 32.87 (Bq)

E = e x I = 1.0%x106x 32.87 = 3.29 X 105 (mSv)

10.3 EEEEHEICXNTIEESFTH

RANC L DBEELBBRICEDL D EREFE L. A~v=a2 7 VEOARH O KNS
BEIZ DWW T8 L7z BT, ik o BRI 2 FAl 2 B#E - Fik (O
HEE) PRI KHBATLA L, £, RKIBRICHET 2EHEMMEEL AT DHIE
Flilx, ERMAEFEFICH L CHURBEMNEL T L, YiXEREEEICB T 50
KEHOFERICEDDHZ &, B, BAOEZHABNLELRSE S ITEELED A
x5 & LT, LRROBHMRYEICHET2ESTFFELY &, EUREFHLE
NERSNDIEAEND D,

FRICHBRBAONBICNEFTH2E L, BE5HZ3SAMIEIUTORICERT S,

(1) BEOMPBXIIRRLEFEICMNDWREELHHLA. £, THH T
LINTERKEFIIMOLLILGEIE., TLHOMEVWETFREZEEL Th
bHY D Z &,

(2) HBEOMESOERE., e TR %0 F 05 2 il 7= 85 81,
fik 7= E T2 BEHICAITATEY, +o7 328,

(3) BENEMLEKBEFOWE X, BEUSNOHF ORI LITHIC L, R
VEVEITE T 2 2 &, o, MESCRBPMAE LY —YVESS TAEHIZOWN
T+ THRNEZITO Z &
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11 ERAKRE®EBFLEY (Lu-l7TT X VERENTY) OEFEICHOVT
AANZ o THE I NI, BEERATHAIZE 30 &0 11 ICHET D TER
MG Y ) (2725 B BTG I FEE 30 £ 11 OHEIZHE S
<HBEHENO TFEFERGR (REFEITEHRM) ] CTRERET DI L, £/o. HFKIGY
WL, RS 80 52D 14 © 2 5 1 O 2 W A S PERNAL o6 3 SO S PE R oo 3 1
Lo THREINTEMOREOEF 2% TH L ERESNTEHICEREL LT D
ENTE LI,

FLYRRN  TEHEDNKD D OPEMD R MR E DO E LT b O DBV,
[ TEEERLZ RS SNTZEFESIADT LA VEORF NI HOWNWT (EFDHE
EAITOEBRUEFEZT O ODOHTA FTA4 )] RO THFAMEEERLZES SR TCEE
SADFLYEORP NN =a T IV 30EBECTDHI L,

W 11-1) ERIERATHRANE 30 &0 14 @ 2 4 1 H O 25 M O PE R AL 70 3 X3 R M R A7 o
B Lo THERENTEMOREOELELZ T LELEET 285 (ER 134 9 A 28
HEABBESSE 202 5) ZBWVWT, AB84MEBEABRT A Y h—THEBNHEEIN
TW5,

12 &R

1) MEMERLEZRG SN EBEEZOEBHIZOWT (5f1 34 8 H 19 HIE
B 3E 0819 2 1 5 J& A= 57 84 [ B Jm i deld 2= 0% 51 i G &l 0 1T K 0 e iE
ST 10 45 6 30 HEI LI 70 5IR AR EHRL R/ L 2R
kR E )

2) BRI CE
https://www.lutathera.com/wp-
content/uploads/2020/06/Lutathera_USPI-20200528.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-
_Product_Information/human/004123/WC500241595.pdf

3) EFRIE (HFN 28 4 7 H 30 HiLAE 205 &)

4) ICRP Publication 53, Radiation Dose to Patients from
Radiopharmaceuticals, Annals of the ICRP, Vol.18, No.1-4 (1988)

5) ICRP Publication 60, 1990 Recommendations of the International
Commission on Radiological Protection, Annals of the ICRP, Vol.21,
No.1-3 (1991)

6) ICRP Publication 73, Radiological Protection and Safety in Medicine,
Annals of the ICRP, Vol.26, No.2 (1996)
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11)

12)

13)
14)

15)

16)

17)

18)

19)

20)

21)

22)

23)

ICRP Publication 94, Release of Patients after Theraphy with
Unsealed Radionuclides, Annals of the ICRP, Vol.34, No.2 (2004)
International Basic Safety Standards for Protection Against Ionizing
Radiation and for the Safety of Radiation Sources, IAEA Safety Series,
No.115 (1996)

PEFR LR AT BLAD (FEFn 23 42 11 H 5 AEAEE T H 50 &)

AR, L2 EE SR &G 5|, LEHR (2004)

ICRP Publication 30 (Part 3) , Limits for Intakes of Radionuclides by
Workers, Annals of the ICRP, Vol.6, No.2-3 (1981)
BELt7AaroaElfbEHRAASE HRNT—2 (F 1 HEBERAR
JapicCTI-173650, % 1/2 fH G K3 BR : JapicCTI-183869)

o B R B RS LR (BR D 47 4F 9 B 30 B @A A 41 )
NFEREBAI 10-5 (BE O HEE O 1) (KF 38 4 9 A 25 H A=
Be AL A 10-5)

T PR R o 38 % o BN B9 2 E . (ABFD 32 42 6 J1 10 HIEMESE 167

)

W RN e R E 0BRGN T 2 A EITS (A 354 9 H 30 HE A
259 &)
95 e X 72 W AT I % R B B O BRI oW T (CFEL 81 45 3 A

15 A EE¥E 0315 55 4 o J& £ 57 4 = B Jm &=l )

ICRP Publication 103, The 2007 Recommendations of the
International Commission on Radiological Protection, Annals of the
ICRP, Vol.37, No.2-4 (2007)

TAEA Safety Standards, Radiation Protection and Safety in Medical
Uses of Ionizing Radiation, Specific Safety Guide (No. SSG-46) (2018)
TAEA Safety Standards, Radiation Protection and Safety of Radiation
Sources: International Basic Safety Standards, General Safety
Requirements Part 3 (No. GSR Part3) (2014)

AT HEEE M EZ RS SN BEHEOBEICOWT (FRk 104 6 A 30 AR
ERERZ R REERTRBE  FHEE)
https://www.jrias.or.jp/statute/pdf/19980630_zimu_kanjya.pdf

Draft Regulatory Guide DG-8015 RELEASE OF PATIENTS
ADMINISTERED RADIOACTIVE MATERIALS, US Nuclear

Regulatory Commission, June 1994.

BOH SRS, HEAE, AR, PARKR B, SRR EICE S <
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25)

26)

27)

28)

29)

30)

31)

32)

BIIIRIRBEDOREREB LN KR E~OIFERLEICONT, BEFR,
26, 591-599 (1989)

Regulatory Guide 8.39 Revision 1 RELEASE OF PATIENTS
ADMINISTERED RADIOACTIVE MATERIAL, US Nuclear Regulatory
Commission, April 2020.

WNTF L 1TTHEFH, Y ~ N AZF o7 Fur 2 (Lu-177-DOTA-TATE) &
Nz H WD EEFRFEOBEEN~=27 /v (5 2 ) HABEERS
KR 2016 4 5 H 20 H

Wopk 27 AEEBTA, BBERE R
https://www.stat.go.jp/data/kokusei/2015/index.html

T Ito, H Igarashi, K Nakamura, H Sasano, et al. Epidemiological
trends of pancreatic and gastrointestinal neuroendocrine tumors in
Japan: a nationwide survey analysis, J Gastroenterol, 50, 58-64(2015)
Guidelines for drinking-water quality, Vol.1 Recommendations, WHO
(2008)

TS B2 REEFFH F 0N HIE < T 2 M EOMRIE 7 E I E & & 0%
iR B DR E HE (FRE 12 4 12 H 26 AEAH SR 398 5)

mEPRE T, BRI ZE, /AARELER, m)IE M, VTTLu fRRk LT U A A
Y R MU AF FEHWEXRTF RZEEBESIBRO 22K OB kR
¥, RADIOISOTOPES, 71, 135-140 (2022)

T EEE M ARG SNTEREFESAOFT LY EDORPNITHOWNT (B
EYBIREAIT)EREFEEZEOTDOTA KT 4 2) CFik 13 4 3 H W,
Rk 16 4 3 HHET 2 i) ), THONMHEELZER G INTLEEIADOT L
VEORP V=270 (CERE 13 3 AR, ¥Rk 16 4 3 A WET 2
B 1, AABESSZ, () AAREZBRAE®RTS, (F) B ARG
=, BABESEAN S, R R s ek =
http://www.jsnm.org/archives/734/

WETIR R REROER~ =27V, fHHIEANBERT A Y =7
= (2004)
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1 TER#®I OBB

NTFULAAEFY R AF R (77Lu) EHIE (LT, KAE WD) X, Y
~h NAZFT IS THDL RN—FF 7 b AT —FERBELTTF DL 17T
(Lu-177) THEFR L7z, YV~ b AX F U Z R ARBGE O MR N 50 W6 35512 %k 9~ 5
TF PR EERBS R E (LT, PRRT LW 9) THEHA SR D ~N— & B
BHEMHERLTH D, KFlZH WY~ b AKX F 2 BAKEE M O % PN 4y W 5
KT 2T F R REBAEERERE (LT, KR E WD) BRERITHEIT S
N, MRKBOBBDENBTZEENDTZDICIE, KIERICHED D ERIEFH M,
RIGTEO MR EE LI OICHEEMSE N LEomrESs2 HosEmL., BF - Fik (0
HH) OREVEIZOVWTHDICEET LI ZENEETH D,

R~ =a T VORKRRIZ, RIREICE DD EREFEED, RIGHE %2 1 F 12 FEh
TED LY, KIRIFEORMEBER EOREESEPERERRBR T — 22 F L
EHiEMTH 5,

AR EEHT DB OB REE EoEES, WO R #ICBET 2 8%
B G « N#EL T HIEEEAICONTIE., A~v=a 7 LOREEHRF 22K
Sz,

2 ARBEROME

AKENL, HRERNDWIES (LT, NET 2 vW)H) ofMEmICEEHR LTS Y
~ hAZFUZREME (LR, SSTR £ 9H) IZHEA L., EEMBEAICERYAEN
Lu-177 6 i S 2 A # (R—2#) ISk o THEEMRZmEST 5, £,
ARANL, BIEORERAK TS S 2%, AR C BRI S 4, BRANAE I N
RSN 22HEEZHT 2, 20D, BIROBIT BN RL, BEEN AT
LDBEN DD, INES T AFlORE LFRFEIC 14 (1,000mL) 124 25g
O LYY EBRERY L-TAX = v EREEYS0EIR (LLT, 2.6%7 X/ Bl
eV o) ZOFH L. AH O RME BRI A BRE L TR PE 2 1 2 02
o5,

RANT O~ R E OB T pH4.5~6.0 DIEHAITH Y  HE R FFZB W T,
134 7 v 25mL #11Z 17TLu-DOTAC-Tyr3-Octreotate (X 1, & 1) % Lu-177 ®
ik RE & L C 74GBq. X7 F K E (K= 427 bbb AT — k
DOTAO-Tyr3-Octreotate) & L T 0.25mg & e, kAl & LT 7> F ¥ U 16mg.
TAaNE U T0mg, Y= F L MU T I HEERE 1.3mg, HEfE 12mg. FEEE T
FU DA 17mg. KEE{EFT b Y 7 4 16mg KL OVAEFEEK 19mL 23& N b, K
Flix, 25°CLLF CHRAFL (BAEZBET 2) . R E2 220~ T & D IFRGR



i (Bress) ICRIFT 2,

Lu-177 1%, WELEH R 6.6457T B OR— XL T o~ # % it 3 2 B fl
THY, BHMRICEE SN E—2BS DNABELZ2 SR FTILicksT
PUEG 2 R 2 %S 25, Lu-177 OBHT 2 X —FHOK KT R/ F—I% 498
keVD, Mk COREITHK AN 2.2mm (CFE¥ 0.67mm) THDH 2, “hFxTA
HMOHEZRERRE L THEH SR TE - R ERE TH 5 898r, 90y, 131]
MO EINDERN—=FHMED LR KT R — 1T . R KRR 2 L i) 48 )
MEAELTWDZ D, BHUOEFMHE~OREEIMZ v, BE~OZER
TR GRS N AT RE L AR D

b 54 i 2

— k4 AT FULAFY FRLUAF R (177Lu)
Lutetium (177Lu) oxodotreotide (INN)

5y 12 : Ce5Hs7N14019S2177Lu

9 F & : 1609.6

Y B A - I8 : 6.647 H

AR X B

T BT R F— : 0.498 MeV (78.6%), 0.385 MeV (9.1%), 0.176
MeV (12.2%)

FERy TR F— : 0.208 MeV (11.0%), 0.113 MeV (6.4%)

1 177Lu-DOTAC°-Tyr3-Octreotate?d

2.5%7 3/ ERERIR L. EAEH T, pH5.1~6.1 O#iE TH Y . 148 (1000mL)
LY v EBER DL T A= UHEBIEA A 25g 50 (£ 1), 25%7 2/



BRWE L. BIEMRFET D,

KRB OBEAEIE I T F RTHY . KA ORME B RILALE L. KPR 2
RESEDICIE, EEWMT I/ BOY Yy, TAVX=0 28587 2/ BRI O OF
AEENEHTH D, EBMT I /BIL, EBWMXTF R THIAALEHEAT D
LT, EMLRME CORRNAZREL, ToHEMERET S, ZORKE, Bk
DXL NEEEND LT, BREEOVRIEZMAD I ENAELE 2D,

#£1 25%7 I/ BEBEOADRD OEER

— x4 b 7 Hi i = PN RV o
HoN 0

L-V > s OH CeH14N202-HCI
L-Lysine Hydrochloride \H, Hel 182.65
L-7 V¥ = iR NH 0

/U\ CsH14N4O2-HCI
L-Arginine HN7 NH OH

H, HCI 210.66

Hydrochloride

AFNX, FARNELS %, P25l L T, BB s, &5 24
% £ TICHREGERED 60~T0% 0N RELKE LTH SN 5,

ROk CE N S 7z SSTR Btk o AT NET BE 2 x5 & Lz E A
W 3 R BR (NETTER-1 &5) 2B W<, mAERKMEA 2 ML A F NEE
FRYE BANRWRE IS LR AFNREHE COMMEAFHM (PFS) OEENRD 5

CIREBRKR O T e T A VR HER SN, £, BATORKRRIC
BOWCTEMYENRE K O < MR EIC O W TSGR R BR T O HE & M2 2 R
DoNT, REDIREOLZEET e 7 7 A VDR HERI T, :ﬂ%?ﬁ%ﬁfﬂ“%ﬁﬁﬁ
FOENBEERRBROMEENS, BAAD SSTR BEo NET B&FICBWTAEM T
BOBERHFIND,

AL, SSTR BPE D NET (Zxt3 2 # /- i &R & L Cof AN s
N5,

3 HEREBIZONT
3.1 WEEBOME

T - HALE IR N 2 WAIESS (NEN) B2 A Ko7 4 v 8 2 i) 9 Cid. B,
?‘éﬂ:fﬁ NET ORFEDFH BN L 22 OB EIC L 2BRIENERTH D, Ul
BRATRE R REE R 2 A T D, WMALE NET . JFRREHE K OGE RSB O T4



I & 72D, SR PETHEAT M ST R MR A D3RR S LTS IRVE B B BR R BRIE B Tlx. &
HEX VT 4 2B L2 EFRRRAHERE S v, SUES RIS X 2 ik 2 o
2. FEEB RIS T 2 Rk & L CIF@AR(E 5 28 02 fiT 0 N 5 B ) AT . B iR 1
IIERAE R 2 B & L2 U ANV RS 3 T b, SERIE & L TN A IE IR
DOFFEFIRIFEICIINE, Wb® NET Lt bicy~bhRAZF o 7Frns (£7 FLvA4F
NEERR M) oftn, FERICIS CTe st iERIEE R H WL NS, BEEHRKBRO 65
GHEIVEEDIREZBR L2 EWIREOWES 720 . B NET TIEY~ X
GFoTIus (7 vAF REERE) . 7 FEOERE (mxXo ) LA KPR =
F=7 U IR MHER ISR, MICTHEEO RN WA IS TG E
PEFRAA (AR Ry vy) b8 REDO -2 LTS, £, HLE
NET Cli, Y~ hNRAZF o7 nr (X7 b4 F FEEBEL T > LA F Rk
FRYi) . 0 THEMIEHRE (=X U AR) BRI, 2O HEISERL RV
AT, MREEERS AR (A ML T Ry v y) BBREO -2 Lo TWD,
Jiti NET OVREIEICOWT THiEZ BT A K74 > 2019 4F R » Tk, YIBR
AL RE 72 M5 CULIE /N AL i (I ME C 72V RHR IR 21T 9 Z e 3R s Tk, —
I THRIIRGCH D, —H T, FINOHEE L7220 720G EITITEDRIES K
WBEIEREND D208, ML SNTIHEKIEZT SRV, ARTERRBEIN TV DIRKE
X, DT ENREETHLI R ) AADALTH D,

3.2 ZEEIIHR
3.2.1 AFDOZREXIIHE

ZhEE i3 R
Y b ALY F ARG O g N oy W

PDRXEIBRICEETIEER

FRIRRBRICH A AN O N T2 BEDREHAL, YV~ b A ZF 2 FARGEOH E
Fik. ARSI W T, 17, BRIKEE) OHORNFEZRAM L, KAOH
IER N E e E + I CH L7 BT, MISEREORREITH 2 &, FFIT. TH
ILEUNZRIE L T 2 BRNFWERBE ~ORGIZOWTIEZ, KALSOIR
WOEMIZOWVWTHEEBEICRTT 52 &,

ENE /2 HEERRBRICBWT, [V~ NAZFUZHEBGE 12, AP
LA T ML ATF R (MIn) Z2HNWEY > F 777 01080 T, CT XX MRI (2
LR INTETRTOMEAFREIL, EXFEEU LOEBERRBDOOND Z & &
Endz, Tofti, RERMCE T17. BRBEE] OBEIZSOWTIE, KRv==2T L




2B Z L,

3.2.2 2.5%7 I BWIKROZEEXIIZHE

Bhee S iT %h R
NTFULAFRY RELAFF (177Lu) (12 X2 B g KR

3.3 AERVCHE
3.3.1 AHORERVHAE

RAERCHE

WH., RAZEIAVTF LAY KL AF K (177Lu) & LT 118 7.4GBq

Z 30 /it C 8 MMM CHRA 4B F CHREBHET D, i, BEORE

IRV EERET D,

AEROCHEBICEET ZER

(1) AFFEGICED2BEWHBOKIEO D, 1000mL FIi27 2 /L LT L
VUM R O LT AR = R TR 26g ODAEEAET D
K A & RFI B 5 30 pEIA LR T D L,

(2) RAERR BB LESGICIE, UTOREEZZEL T, KHAEIKRIE, B
BT 5Z L,

RIVER ZE BLIF O IRSE - Bl - 51k D B %

& F g ) AL i
i/ kR $ > | Grade2 Bl E DA + 3.7GBq IZH&ET 5,
B B e I VLT F=r VT IR | CHERBICEENSRD SR
(Cer) 7% 40mL/min A i WS, 7.4GBq I B
DA THIENTED,

cCer DNR—=AT A b | ~HiEEENS 16 HEHIC

40% 2L KT L, 2o ifniE | BIAE L 722 Wi 6 OIE & %
J LT F2UERR—=R [ ICHBLESEAE, K5 RIET
T4 b 40%L EEF | b,

L7z%&
LR U O FEl | Grade3 UL LD E
TEH
#) Grade X NCI-CTCAE ver.4.0 IZ¥# U %,




(AN £ 5 R D)

AENE, XA TNVONFREZABRBBRICEVESE T A o~ LEL, ARL
BN EET 5, K8 3.1GBq 2 & 5T 25 G I ANA T VHNEREZHETY |
% 12.5mL ICHATICHIET S,

Fo, MEMTHEHESERVWESIEET L2 L, MESMTIHE LZGEGITED
WCHBLEO R AE AT 2, MOMEELHELTERET L L,

3.3.2 25%7 X /VBBMEOABERVHE

AEEVCHE
WE . RAZIEATFIOLAEXTY R AF R (17TLu) # 5B 30 0RTL Y
118 1000mL % 4 B 22 CTHEMEFFET 5,

CRE A ¢ 51 D 1E &)
MEMIIHHSERNWEOERET D2 L, MEMTIHE L2HGEITED W
L) 2 EZIT>72 ) 2, MlomE ZfkL THRET L L,

3.3.3 AAIRWV2.5%7 I/ BEKDOHKE 51k

AANL, WRICR L%, BHERKBENTRET D2 L,

2.56%7 X/ FRERIR O 5 B A RTS8 Y Z2 dl A 2 T D, KA G B A 30
SRTE Y 2.5%7 X/ BEERIR O R ERE A B L. ARAIE 30 i CRTEEET
%, 2.5%7 X W (1,000mL) OBE5RTETHAKRMAET S (K 2),

Fo. AFloOWEREE (3.3.1 H (2) W TH, BOBII KL BB

E LT 25%7 X/ Bl aef (1,000mL) 2#& 53252 &,
AFNI KT 2.5%7 X/ BEKOKGHEIZOWTIX, BEMO Q&A 3-1 5
T5HZ L,
0 30min 1h 2h 3h 4h
) )
Iﬁlﬁjl!_ @ 2.5% 7=/ ®Ema (1,000 mL) >
=1 L
S e
» QAH|
(30 47) _l/

B2 FHAKRC25%7 I/ BRBIEEREORN




4 FREOEER
4.1 3R

4.1.1 XA DOEZ

2E (ROBHEICIIBEBE LRV L)
(1) RENOR Ik UiBBUEDOBEERE O & 5 B
(2) I X IXFERE L TWAAREMED & 5 ik

4.1.2 2.5%7 I BBREOER

2R RoOBEZIRELRVWI L)
TIVMRMEFEOLLIEE [(KESAET I BARE I AT, ERPEL
TOAREEND D, ]

4.2 AFAOEELERXNEER

(1) B#MIE 20N ZLDHDOT, KA B IFE I %A
2TV, BEOWREZ FoICBET 5L,

(2) BHRERENOHODONLD ZENH L0 T, KHEG I E B I B ERE
MAZITV, BEOREBETSICBET DL,

(3) BHRFERIERNE., QEEHEALRAHLODNLZENHLDT, K
Al G R OB G RITEHMICHEREZITV., BEOREZ -0 I28%8
T L,

4.3 MHEEH

S A A AE RSB 2 BRI M STz n,

FHERHBETO b CYPBMEOMERE ITFHEEM PR Y > X7 EE20 L
THEMMHEERAE N7 AR =2 —[HEOFMOREREN L. RANIM O Y L
BEREMH AR ZSEE T ATRENRNZ ERFBIN TV D,




4.3.1 HrHEER
BEHEER (BFRICEBT S L)

HEH A4 s PR MK - FEIE T A ¥y - faRIN 1
VI NAZFUTF | KA OFENENETE T S E INHDOIEKIN Y~ FAK
7 LA ITNNBDHIOT AT Y | FreR/RETHET DL

F7 b AT NEEE | &3 BIKRRBRICE T2 2h [ 1Tk KA O~ £

. 7 v AT REE | b OEAOKELHFICON | BIETFDHEELH D,
i Mg, 5 T, M7ERKKGE ] OHOW

KaemlizbT 532

&,

7 b AF AT T v AT FRAEZFHT D256 OKREHRICONT
. AFOEMXE (K~ 7 fte) 23Bo - L,

14 BFEEZ
4.4.1 EKRZRBIER
(1) i &8
U ooREkEAD (28.3%) ., M/hRIEA (22.8%), &l (11.8%) %F23H 5
PNAZEND D,
(2) BpEREfEE
BMEEARE (4.7%), M7 L7 F=HN (3.1%) Enbbbhvd 2
LD D,
(3) BREBRERIEFERE (1.6%) . SMEFH#MED W (BEHERH)

4.4.2 BEANERKAR
(1) W E< AN HEEFS
2 OOENEKRER (5 1 HERRER . 6 4. 8 /2 HEKRR - 154 ; §F
214) ZFELEMR, RAPEGINTE 214 TRTICAFELRBDO LN
720, RLEZLBOOLNTEHEEFRITELD 66.7% (14 4), KW TFH LR
BRIBOE N F L F I 52.4% (11 4) . U v SERER D 47.6% (10 4) 85K 38.1%
(84). WEJE 28.6% (64) KOKERESE 23.8% (54) Thol (£ 2),
o, BERG 21 4T XTI LN, 240 BIZE D b EIMERIL,
Bl BARGOE, U U REREOED L R, BERE . R R E . B ER D E
U BRI E . FAT, MR L NRIBCDE . REE RN . R L R PR




FE ALT Hhn. AST N, v-GTP#M., 73 F—L A K OFER Th - -,
BIER O REJEFEIZZ L — R 372842.9% (94). /L — R 472 4.8% (14)
THY, L —F5D0HE LR,

®2 ATERORBAPBREL (GG

mE B RES FBUE G (%)
ARG (AERRY) 7L —F 7 L—FK 3 JL— R4
A FF LI BUE B K 21 (100) 10 (47.6) 1(4.8)
Mk LY v RbEE 8 (38.1) 3(14.3) 0
=il 2 (9.5) 0 0
F i BR a0 i 4 (19.0) 0 0
U BRI E 4 (19.0) 3(14.3) 0
tfi 7N A A S 2 (9.5) 0 0
SRR 1(4.8) 0 0
AT A RE R 1 (4.8) 0 0
IR B ¥ 2 (9.5) 0 0
il A5 1. 1(4.8) 0 0
IR A5 1 (4.8) 0 0
R 1% e 19 (90.5) 1(4.8) 0
I B2 i 3 (14.3) 0 0
T 4 (19.0) 0 0
6 it 3 (14.3) 0 0
i 11 (52.4) 0 0
BLW 1(4.8) 0 0
ERERGY 1 (4.8) 0 0
GgTIN 14 (66.7) 0 0
/)N i P 2 1(4.8) 1(4.8) 0
1 e 1(4.8) 0 0
Mgk it 3 (14.3) 1(4.8) 0
R H 1 1(4.8) 0 0
o feE 2 (9.5) 0 0
;ji-éﬁfﬁ%%“iﬂ@&ﬁ%ﬁﬁ@ﬂdﬁ 13 (61.9) 0 0
I 505 AN PR S 3 (14.3) 0 0




FwEBMKIES FBUE G (%)
EARGE (HEFLR4L) L7 L — R 7 L— 13 7 L— K4
¥ e 1 (4.8) 0 0
i 1 (4.8) 0 0
& 15 Rk 8 (38.1) 0 0
F& BN 4 (19.0) 0 0
H ¥ 1 (4.8) 0 0
AL I A A i HY 1(4.8) 0 0
JIT HELE R fE s 1(4.8) 0 0
HER=EN 1 (4.8) 0 0
IE R E K 2 (9.5) 0 0
FEMET VL X — 1(4.8) 0 0
EEH T LL X — 1 (4.8) 0 0
YLE 3 K OVE A BUE K 8 (38.1) 0 0
5 1D 2% 1(4.8) 0 0
A2 1(4.8) 0 0
A 1 (4.8) 0 0
L7z W 1 (4.8) 0 0
- W 5E 4 (19.0) 0 0
EBEDN 1 (4.8) 0 0
b A R G 1 (4.8) 0 0
Mg~ L~ 2 1(4.8) 0 0
G5, PEB LI ORESIHE K 2 (9.5) 0 0
IR~V =T 1 (4.8) 0 0
L e 1(4.8) 0 0
B IR R A 15 (71.4) 7 (33.3) 1(4.8)
i;;g;ﬂ?i/b?‘/x7:n? 5 (9.5) 0 0
Zi;iii‘ﬁﬁT‘/ b7 2 (9.5) 0 0
= v 27 m— LN 1 (4.8) 0 0
iéjﬁ&V?%\/ﬁ‘Xﬁ‘%Thﬁ 2 (9.5) 1(4.8) 0
7 v F = 8in 1(4.8) 0 0
i F 5 1 (4.8) 0 0
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S PN FBUE G (%)

A (BAEFRAL) 7L —F 7 L—FK 3 JL— R4
Jéifﬁjg”&iwbﬁyz7liﬁ 3 (14.3) 0 0
~E S| e D 1(4.8) 0 0
U 2 BRI D 10 (47.6) 5(23.8) 1(4.8)
RN &~ S e 1 (4.8) 0 0
F 1 BR % e D 1(4.8) 1(4.8) 0
;JJ‘.[[;EFT/I/ﬁUn“\X77§7~JZ‘i%‘ 1(4.8) 0 0

N LR ERE X 14 (66.7) 0 0
TV R—=VRA 2 (9.5) 0 0
e PR T I JiE 1(4.8) 0 0
K7 V7 2 v E 1 (4.8) 0 0
K7 vy A E 1(4.8) 0 0
K if. b 1(4.8) 0 0
B ARRE 11 (52.4) 0 0

il B R B K OVRE A LR B X 3(14.3) 0 0
 # 1(4.8) 0 0
FES 1 9R 1(4.8) 0 0
R3] 1(4.8) 0 0
VU fi% e 1(4.8) 0 0

BE %‘fﬁ%%éﬁ%i%ﬁf%@%ﬁ% 1(4.8) 0 0

Y (BB LORY =T 2 &T) *

8 I e 1(4.8) 0 0

0% R K 10 (47.6) 0 0
FEhE o v 1 (4.8) 0 0
U 1(4.8) 0 0
R 4 (19.0) 0 0
WL G 1(4.8) 0 0
Tk IR 5 (23.8) 0 0

R i pe & K 1(4.8) 0 0
R SiE 1(4.8) 0 0

Bl L ORKEE X 1(4.8) 0 0
#E R 1 (4.8) 0 0
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FwEBMKIES FBUE G (%)
EARFE (AEEL4) £ L — K 71— K3 71— K 4
L& R SSREON a1 3 (14.3) 0 0
% Wik 2 (9.5) 0 0
1 Jie WiE 55 R 1(4.8) 0 0
P2 ¥ KOV T A A B K 9 (42.9) 0 0
i =6 iE 6 (28.6) 0 0
BT M 2 1(4.8) 0 0
FLEBE 1(4.8) 0 0
9% 2 (9.5) 0 0
E NS 1 (4.8) 0 0
BRE R Z E 1(4.8) 0 0
IR 1(4.8) 0 0
& I £ 1 (4.8) 0 0

MedDRA ver.23.0
MHIOITORBUEF T, SR BEMNRKSENONT NI OEEEREZRI LIEMTEERT,

(2) 38
EW@20@%%$%K%V{%tW BN o T2,
ENE 1/2 fHERRRABRICB W T, T —4 v bA 7 LUK, 20204 6 HRKE T

K1%ﬁ%tutﬁ\%%@%m:;é%@&bf%%%k@ﬁ%%%i%L
L EHIE ST,
(3) ZofOBEEREEFL

EWNE 1HERRBR L AREERZOREELRAERERIIRDO LN o T,

EWHE /2 HERRBR TIX AR KEGROBERAEFERELR L L TMNEHZE (S
L—FK3) KA 7= H (FL—FK2) BnENEN 14 (6.7%) IZHD
bivlc, MFEL L HLIRRELORRBARIIEEINTEY . ABRMEOEERIC
FVEBELRAEFRLE L IV HEbONRT,
(4) ZothoEBELRFEFEG

ENE 1HERRBR I, AFESRICRBRTEZ2EOAEFEES, KOAE
PHEBEICZE T 2AFEFRIRD LR N T,

EWNHE 1/2 HERKRBR T, AARERICHRBRITILZ M) AEERITRD D
niginole, vk, MEMEHFMHEICKATLOI2AFFRLE LT L—F2o0M/h
WREDE AN 14 (6.7%) CRO LIV, KERICLY | RANHES L, BE5HR
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I =T,

4.4.3 A5 3 HEKRREBE (NETTER-1 RBR)
(1) P E< AN AFEFSR
SSTR Bt O #EATHEH I NET B#F 23t G iRigtE4 27 SvAF RE20fA L
TARKIEE (KRB ROEAERBIEAZ N UATF RIBE (xR % g
T HMWNE 3 KRB (NETTER-1 RBR) B 57 —% B v hA 7T

TAVEMEAT RS 228 4 (RAIRE 112 4. B 111 4) 025, KAFED
98.2% (110 4) WCHEFFELRRBO LN, L EZ< RO OLNTHFHELIX
Hl 64.3% (72 4). WWTIHEM: 52.7% (59 4). 9 37.5% (42 £4). T
K OMETR 8 L Z 3 25.9% (29 44) . BRAERIEIR 20.6% (23 4) Th -7 (K 3),

— . XEEED 92.8% (103 4) CAEFEFLZLRBOLNTL, LB DHH
NI EFRITIET 26.1% (29 4). RWTHEHE 18.9% (21 4). TH# 18.0%
(20 4) . MEMIEZEE 12.6% (14 4) . L 11.7% (13 £4) . BAEER 10.8% (12
4) Tholz,

RIERIL, RAIBED 91.1% (102/112 4) ICF O b AL, FEBE 5%LL LD IRk
WEMHEOH LZHFFRIT, EO. B, NHL EEHEE. 5. /R
SE, U oRERUDE . B, mNREEA . U BB A . B iR |
G HERIDE . BEKBGR, EBE, BEIMHO EFVWRUOHRERE ChHhoTm, T2,
SREEIC B W T, 40.56% (45/111 4) ICEIMERA 2RO b, & KEGE K5
DOREIERIT, KBBEOWBRE T/ L — K40 3.6%(44), 7L —FK 37 26.8%
(304). Z7L—F 27 39.3% (444), 7L —F 17 21.4% (21 4) IZRD
b, TRHDIHI L7 L —F 2005 4 ORIEMAIL., XFREE L il U CAAIRE
DENENE o T2,
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£33 AEEZRORBIAFERELK

(NETTER-1 A8 : XA BH THHAR 10%2A L)

FEBE BB (%)

%iﬁg%ggﬁ%%) AT (112 4) SERE (111 4)
27—k JLV—FK | £&71v—FK | ZJL—F
3~5 3~5
A FF LRI BUE B K 110 (98.2) | 64 (57.1) | 103 (92.8) | 41 (36.9)
Mg LY N REE
f=in 18 (16.1) 0 9 (8.1) 0
U BRI E 20 (17.9) | 13(11.6) 0 0
i 7N A D S 16 (14.3) 3(2.7) 0 0
H W s
G 72 (64.3) 5 (4.5) 13 (11.7) 2 (1.8)
I it 59 (52.7) 8 (7.1) 11 (9.9) 1(0.9)
JE e 29 (25.9) 3(2.7) 21 (18.9) 3(2.7)
il 29 (25.9) 3(2.7) 20 (18.0) 1(0.9)
JIEL 50 I Vi 18 (16.1) 0 14 (12.6) 0
— X - A EER L O G A O R
W 55 42 (317.5) 1(0.9) 29 (26.1) 2 (1.8)
AR AY M 7 e 18 (16.1) 0 10 (9.0) 1(0.9)
e AR ok A
i /0N A KR A 13 (11.6) 0 2 (1.8) 0
U 2 S ER B D 12 (10.7) 6 (5.4) 2 (1.8) 1(0.9)
Rt L O ek g
B ARRE 23 (20.5) 0 12 (10.8) 3(2.7)
155 5 % R s K OVRE & ML B
 # 14 (12.5) 2 (1.8) 11 (9.9) 0
3 i Jia 12 (10.7) 0 11 (9.9) 0
VU fi% e 12 (10.7) 0 6 (5.4) 0
Gl EY
FEhE v 19 (17.0) 0 9 (8.1) 0
GIEg 19 (17.0) 0 6 (5.4) 0
A o i
R 13 (11.6) 1(0.9) 6 (5.4) 0
WE0k 25 . M 26 3 OVt R P 5
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FEBUEBIE (%)
g;T%§£§;g> AFRE (112 %) *ERTE (111 %)
' £7L—F | ZJL—F |[&7L—F | ZL—F
3~5 3~5
IR Dl A e 12 (10.7) 0 9 (8.1) 0
% Wik 12 (10.7) 1(0.9) 7 (6.3) 0
B ¥ & OV TR A
it & JiE 13 (11.6) 0 2 (1.8) 0
1 fE
] L 16 (14.3) 1 (0.9) 10 (9.0) 0
g I 13 (11.6) 2 (1.8) 8 (7.2) 2 (1.8)
(2) &L
NETTER-1#BRIZH W CTARAFECH O AT B iz 14 BN ARFE 5§l 5R B o
BALICE VT LT, £ AAKRGRICAHKET 74 (6.3%). XTHREET 9

4 (8.1%) DAL L7, T X TIHERIE & o R EHFR 1L B
(3) ZoOEE LA EHEFRL

NETTER-1 B CiX, AFEGHROAFEFES L LT, KAIFED 31.3% (35
Z) ICEERAEEENRRBO LN, 11.6% (134) TEEZRFBIEM & L T@iE
SNz,

AR TR ZLSBOONTEEHERAEFRIT., BB LRE 3.6% (4 4).
WWNTHEHE 2.7% (3 £4). U v 8ERBUE . KEREE T, IRMH. &5 /AR E
KT R OCEEFEWEITN TN TN 1.8% (24) Thole, ThboDHIbLEE
REVERIZ, VU U REREAE (L — K 3), HFHEREAE (F/L—FK 4), B
RO RIS RIEEMmERBAE (7L —F 4), 8K (FLr—F 38).
PAZE (Z7L—F3), lEM: (/L —F 1), EHRHSMEEKIE (71— R 2),
PERMIE (7L — K 38), KEEYE (F/LV—FK3), ik (FL—F3), BHEELR
2 (7 1r—1F1,2,3), %mlﬁz,\,\ﬁ/ﬁjz%ﬁﬁ D ARG I BRI A E (7L — K 3)
Bt (v —FK 3) Thotz, £/, 7T /VBEWIRICEETZ @SS
To Dk, JFERGE | IR K (2 4F) R OVKRMTH -7, — . HIREED 24.3%

(274) CXBERGHOBEERAFFLNIRBD LN,

(4) ZothOEBELRGEFRSL

NETTER-1 iR Tld. AFEERICAFIFED 12.6% (14 4) THBROF Ik
EHESAEEGNRBEOONTZ. 20 BLIEBROFIEZ LS BIERIX7.1%(84)
Th v, WIERBAIE 1.8% (2 4), WO /M i BO . BAR, N

RLEHES T,
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AL BOE, M7 V7 F = . BAREOR. LM BKR BIP R & D RIS
I BR D iE M OCMEIRFE ZE N Z 1 ZF4 0.9% (14) Thoi,

F7o. 89% (10 4) TAHFOBWEEZMEI AEHER, 2.7% (3 4) THRHD
BeHIEM 2O AHEFRR, 12.6% (14 4) TAHRAOEGEHIEZ S HEFRLN
RO LN, ZLROLNTZARFOWEZ S HFFRITM /DRI IE 3.6%

(44) ., KA OEGIEW 2 F 5 A EFGITNER. TR, R & OUT Al e fE &2
ZNEN 0.9% (1 4), RAlOELSGFILEZEIAHFFRRLIAEFTAE 2.7% (3
£) KOV /R E 1.8% (24) Th o1z,

4.4.4 HHE 12 HERRE (Erasmus MC & Ek)

Erasmus MC &8 (AWM ; 811 4) TIEL. AAIHE 5 #%I1Z 62.6% (508 4)
ICEERAEEFESR, £ LT 20.1% (163 4) ICEERAEARRD LN, &b
ZLBOLNT-HERAERES L, FLMERBAIE 10.5% (85 4), IR\ T FH#l 6.4%
(524 ), ME%8 5.8% (47 4), Al 5.3% (43 £4), £ 5.1% (41 4) THh o7z,
F70, BHREREGE (LT, MDS &V 9) 2 2.0% (16 4) TRHD LT,
MDS ® 16 A IEAAZNZ X 5P RN D 2~4 F1412 MDS & 2l i,

4.4.5 &M - VU oNRAAERRDO ZREEMEELE

NETTER-1 &5 & O Erasmus MC &8 Tix., — & O FE S T WM B JE 5 23
RBOOLNTEN, T D ORFBELFHE X, o FRIER OB, vRODE H v
TEEFIRETHRE SN TV DLIRBEEE "O#HIHNTH -T2, B, 2 DOEWN
B R AUBRIZ 35 ) T it 2020 45 8 A FEAIZ I W) TIk R MR 12 B §° 2 & 1
BFoILTW RN,

4.5 BEOERZATLIREICHTIAR

R ERE

AANTEICEBAOHM S 2, BHRERERE 24L& LRI E R
LTV,

ATEREE R T HE

AR R MO BTG T OILERD LA ICIE, BAERICERT 54
AR~ D BEN DL OO DAREN DL L E2BET H I &,
cHERRATRE R MR R NN — N =R T D AT REtE D & D BT, AFIERE
T RO GR T % - ESIRIT, EY Rk EIT O KO8T 2L,
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o 4
i IR L C WA A[REME O & 2 LI id &G Lanwz &, A RICX 2k
HORBEROBIET~DEERNRALAIND,

R 3.3
BHEP IR/ TEZ - EHHIT, RALZEBFSED 2L,
NRE

IR R E LRI IR L T,

(1) BrnelsERE

AR B IND 2D, HE
ICIXBE O IELS N R L, BREED)
WAL O IR B T, EE OB HRER
DONTHEI N TR,

(2) AHEEHT HE

ARFN O AFEIE AT ERBRITER I TR0,

W BRPIE < 2B B L, T TR L TV D alREE D & 5 L EICIEH&E G L
kI TWnWs, F, BHAFICH L TOLAFOEE R R NELEKTHO
— EMFNLE Y AR A AT O R E AT 2 LI TS, AAFEE%. 6 » H
fliE, ZYERFITERZ BT, BHEEF I LTI RO & WL A 4 5
HEO0EET L L (RABHFRG6.6 BELROFRICHTI2EBRFHIZR),
(3) WE:tm

AEINDOWIEL 2BEBT D EARAERE T & TIERW,

(4) A

ABOLHBITIEIAHTH DL, KBNS OWIE 2BET D AR &GS
RETEZRW, B, IBERLOFRENORIBREREZIT O HEICIE. AFEE%
3y AMIXFIHAZMALSELIEOHENINLETH D,

(5) /MR
NN T 2 2t e VB RIS L Tua

DBEEEREOL HDEHE~KE LTSS
EALT 2V R IR\ EINDG, e, H
EEZIIRA SN TWD 7O AR BRI

vy

4.6 BRERFEHICESER

(1) KA

HHRIEEICL D, “RBEESCEEBETERFTOY X7 BNHEIMT 28BS 5,
(2) 2.5%7 2/ Feilaik

RTF P FERBERFHEEEFEEICB YT LY YU EBRE L L-7 VX = g
WaEGmikoRSEICEY, AV DLMENRRH LEZEORELH . WK
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JEIR (BhE, e, S E ) < LEX RS (flattened P waves, highpeaked
T waves) ZfE2EF b HEINTWVD,

4.7 BEERE
WEKEGOEEIL., MEREESCHBREENBEAT LI EERNL LT, BFD
WRHEZ /0 ICBIZE L, JERICIE L TR RHERELZITY 2 &,

5 BHEWEOER

(1) &H

ARFNL, ERIEEOMO GG #EICE T 255, BET 25 R LK0ES (B
FRMEA5T) S EFL, WECHERT LI L,

(2) 2.5%7 2/ Feilaik

WKW DRR L 722D T, BMONERLHM LS O L OEMELBETL L,

Zofth, ZAeFER 110 [EENEFEE O B ARG K OV RETE YL B Ik R E S
SWT] R0 L&,

6 BRERORE~OHHNA - HE
6.1 APz

BRI L AAI RO 26%7 2/ MEKREGETHRICEENOD 1B F A —
MMEYEEZHEL, TOMENELETEHEN RL TV HBHEEDHE (18
uwSv/h: BEOKRRKRmE 2D Im OFEEE) %2 FTE-> TWARWEAIT, YikkEL T
[ 25 FE COMM, ABERSMLELRLZEZHAL B Z L,

6.2 —RISRERFHR

BHECH L, AAFEEHIC, A BE DTV, EOh, HLKOH SO
Ii7e & of s LR G 2 5k O KRR . WS EHE ORI, TR, RE SR
BORDLEREDOMBERNIWARILVE L JWRE (7 ) —8) z& 5 ERPER R
HoNTGEid, HYEMICERT LI L ICHETL T 2L,

Flo. AROEEE T, BEICK L TARBRECHES BEORK (I#EE) - &
RO PIIT < 21T 5720 KEEHE 6.6 BHEKOFEBEIIH T LIE
EHRE] ORI TEHLET T2 OMA L, AR 2 L,
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7T BRRT — %
7.1 ENSE 1/2 HEERR
7.1.1 BBETIF AL

[ N 55 1/2 A1 B PR 3 B 1. SSTR B tE O HE1THE i NET B8 & V% O fh o NET
BFEZXGIT, 2.6%7 X BREIR K OREA 7 ~ LA T NEEERIE LA (DL T,
WA 7 AT REVWD) JFH T CHRDERE, HIZRE, AOEERORS
PEZFEM I 27D EHE S vz (A, FEM. Sk tR), A4l 7.4GBg % 8
WL TR R 4R SRS L, b iE NET BF (54) 12X L TIEARIO%
BEBAICHREMEAZ P L AF P 30mg %5 L, BWEKTHIZ 28 HZLIZAK
Al GIE £ 5% 60 # £ THE LT,

7.1.2 HRARRKR (FZhE - RBEBEATEHG)

TEFHEEE Th 51 NET BHF 2% L LRBMEDR (ORR) T, 7
— 47y bA TR R THEG NET 84 54+ REBREDHRICE N TEEREH(CR)
B4 ROEaRD (PR) 2 2 A K O%E (SD) 28 2 4 541, ORR I
60.0% (90%fE#E X[ (CI) : 18.9~92.4) Th o7 (¥ 4),

X4 PHBNETREZHRL LEERBREHRK T ORR
(EINEE 1/2 HHEG R B

Parameter The number of subjects n =5
CR 1 (20.0)
PR 2 (40.0)
SD 2 (40.0)
Non-CR/non-PD 0
PD 0
NE 0
ORR (CR+PR) 3 (60.0)
Two-sided 90% confidence interval* 18.9, 92.4
* Clopper-Pearson's exact confidence interval (%)

Flo, ARBOTToO NET BH (JE NET 8 4. H i NET 5 4, Kk Ol NET
24 0F 154) IZBWT, T =%y b4 7 KRR TS/ B HE % 60 1 £
TIRTHRTLIEHEREN 64, 48 ME TR T LA, 24 . 36 HFE TK
TUREWBREN 44,24 M E TR T LIWBRED 24 KO LR 1 (0] B 55
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INHFHENER SN WBREN 1L Tho7o, 2L NET BH 154+, K
BRADRICBVWTCT =47y b A TR TCRMN 14 .PR2Y64.SD 264,
Non-CR/non-PD 78 1 4 K O'#417 (PD) 28 1 438 % 54, ORR 1% 46.7% (90%CI :
24.4~70.0) ThHhol-, BEHEX A 7 TiX, ENET 84+ 34 (37.56%).
NET % & tei4{b® NET 5 4% 34 (60.0%) K Oifi NET 24 14 (50.0%)
IZ CR XX PR A D BN (£ 5),

X5 ZENETBREZHRL LLEKRERASHRLET ORR(ENE 1/2 HEERKAR)

Parameter The number of subjects n = 15

CR 1(6.7)
PR 6 (40.0)
SD 6 (40.0)
Non-CR/non-PD 1(6.7)
PD 1(6.7)
NE 0

ORR (CR+PR) 7 (46.7)
Two-sided 90% confidence interval* 24.4,70.0

* Clopper-Pearson's exact confidence interval (%)

FiE NET B#F (54) ICHB VT, PICHE THRRB SV HEESUIETO A X
iz o Tchy  ARKF YA FKE5#% 52 £ ToO M EAFE AL 100%(90%CI:
100~100) Th o7z, £72. ®ENETEH (164) IZBWT, 7—% I v M+ 7
R CHRMEICL VMRS NTEHEELEIRECOAS X MM 1HThY KA
WIE B 5-1% 52 & C o M E A E A1 93.3% (90%C1:69.9~98.7) Th - 7=,

7.2 ENE 1ABKRBR

7.2.1 REBRT¥FA v

E N 1 MHERR B IX . SSTR YOI BR A Re 2 AT ME D . THAL & S
it NET & 25512, 2.6%7 X/ MR X OCRBEES 27 S v A F FFH T TR
#l%Z 7.4GBq HIa#& 5 Li-fro a2t 2R, EYEhiEk O < B & %25
ToHOERM S (REE, JEEMH., BHiiaX), AH 7.4GBq = 8 Z L 12k K 4
Bl 5 L, RAOKFELEB A ICHREEAZ b L AT K 30mg 245 L7,
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7.2.2 ERIKEE (A3h)

6 4 DOWEHE (W NET3 4. #Ht% NET3 4) H. ERADEIZEWT PR
N 44 (66.7%).SD 2 14 (16.7%). PD 28 14 (16.7%) T& v . ORR 1% 66.7%
(90%CI: 27.1~93.7) Th o7, EHIHEDOEMIT, FHHENHI L7272 PD
CHIEESNTE 14250 . 64T X TTHi/NL TWe, B % A 75 Tlik, i NET
34H 24 (66.7%) 12, HILE NET 34 % 24 (66.7%) IZ PRARD LT
(% 6),

*6 HREMBEPHEKU ORR (N=6) (EHNE 1 HEERHABR)

Parameter The number of subjects n = 6
CR 0
PR 4 (66.7)
SD 1(16.7)
Non-CR/non-PD 0
PD 1(16.7)
NE 0
ORR (CR+PR) 4 (66.7)
Two-sided 90% confidence interval* 27.1, 93.7
* Clopper-Pearson's exact confidence interval (%)

7.3 WS E 3SMHEAKRR (NETTER-1 #ER)
7.3.1 REBRT ¥4

Fifi A ne, #EITHE. SSTR B0 @b B il NET & 265 & LT, KAl L

WhgtEA 7 N v AT ROFRIRR A ORI EA 7 b LA F RIBIE % O F 0% % ik
THH SHEBIRABRNER I N7z (LR, Bhl., FEMR. BIERL, FEIRE
XML WATEEM L), AFIBETIZ, 72V BBKOEIKR S E o BELHIRO
AT X Bk (Vamin 18 XX Aminosyn IT 10%) ffH F TAA| 7.4GBq % 8
WLk R4REES, AFOKKEEHEBICHRBEMEASZ N LA F F 30mg &
4T icE SN, £ SHBREETIIGREEASZ PLAF R 60mg & 4 BT
Ll ant (K4),

HohHEo ETEFMBEBE X, 77— %y NAT7REAICEIT 5 RECIST M #
ver.1.1 (T 53 < BB/IAY 22 R /N 2h B ClE 9 2 M A (PFS) <., al
WHIRHMIE B 1, BB EZE (ORR). £4&FHIM (0S)., HEMFE (TTP)
F OVEWEFOE (QOL) Dl & iz,
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Dose 2

l v

Dose 3

b

Dose 4

v

fE 5 A /N BB 8 (RECIST v1.1)

BEEZLN S 12

AR B wE fewm i OF H F . AH 7.4GBq8 i = & I
45 116 4 4 BIFRNE G +RBEEA 2 S v A F R 30mg
(8 7 Fa—
1t SHHREE || #ktEA 2 FL AT R 60mg % 4L ICHAN 77
1134 || #5 54

N

4 NETTER-1RBRT¥FA v

7.3.2 ERIREAE (FA%hiE)
(1) A (PFS)

AKRABRICBI2EIMEEEFMOT —F by A7 ETICEELLI N
229 4 (RFIHE 116 4. xHHREE 113 4) xR & L, TRYE THRIE INIHE
XTI A Ry NI ARAIEEN 21 4, MREEN 704 Th o 72, I KO
X RER (FAS) (281725 PFS HufiEid, ARAIRE CIXREIE, XTHEETIE 8.5
r A (95%CIl:5.8~9.1) ThH O, ¥ — K 0.177 (95%CI: 0.108~0.289)
THREFHICAE Th o7z (p<0.0001) (£ 7)), ZTDOZ &b ARAN X DIHE
(ARM A) 2, xtH#E (ARM B) ThHDREMEASZ M LA F RIZ X DIREIC

R, PFS ARV MEADY AT % 2% KRBT 2 R nan (K5),

K7 EHEEAGFEHYME (PFS) Of##fr0EK (NETTER-1 RER)

Treatment
AFIFE (n=116) xtHERE (n=113)
Patients with events (%) 21 (18.1) 70 (61.9)
Censored patients (%) 95 (81.9) 43 (38.1)
Median (95%-CI) not reached 8.5(5.8:9.1)

<0.0001
Hazard ratio* (95%-CI) 0.177 (0.108 ; 0.289)

* Based on unstratified analysis; N: number of patients, n: number
of patients per treatment group, CI: confidence interval

p-value of Log-rank test
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100 4
g 80
<
S
w
©
o
I L
< 60 +
=] R
o + Arm A Am B
[ *& N 116 113
o L Tvent(%) 21 (18.1) 70 (61.9)
£ . Median(95% C1) NR (NE, NE) 8.5(5.8.9.1)
P 40 beooos . Unstratified P-value* =0.0001
3 ' Unstratilied HR**(95% CI) 0.177 (0.108, 0.289)
o o Stratificd P-valuc* =0 0001
3 (R Stratified HR**(93% CL)  0.177 (0.107, 0.294)
5 20 P,
= T *
-
————————— R
0 -
T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30
Months
Subjects al risk
ARM A 116 100 80 &1 43 34 20 13 6 3 o]
ARM B 113 81 50 30 18 11 4 3 1 0 0

5 EMEALEHG (PFS) ® Kaplan-Meier #ift (NETTER-1 #B) ?

(2) ##8rZE%% (ORR)
FAS 1B T 2 HRHEFEROREN 2 OHEERE (202 4) 28B1F 27 MEM
Wy A 7SO @k I S5< ORR(CR+PR) &, AAIRED 14.7%
(95%CI : 7.8~21.6), *THEEN 4.0% (95%CI: 0.2~7.8) TH VY, R T
HEFFWICHEE 7272 (p=0.0141, Fisher’s exact test) Wi HL7- (£ 8),

# 8 ZFHBMZEHE (NETTER-1#EEB)
AANEE (N =102) xHEEE (N =100)

CR (%) 1(0.9) 0

PR (%) 14 (12.1) 4 (3.5)

SD (%) 80 (69.0) 71 (62.8)

PD (%) 7 (6.0) 25 (22.1)

ORR : CR + PR (%)* 15 (14.7) 4 (4.0)
0

[?fofvgl]hmit to upper limit) [7.8 to 21.6] [0.2 to 7.8]

Fisher’s exact test P=0.0141

* N number of patients, n: number of patients per treatment group.
Patients without post-baseline scans were excluded from the
analysis.
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(3) &£ FHHE (08)

T8y MATERRICET L REFHE (0S) it oRi R (OKRHIEE

K. XHHREE 11834 ). FASIZE T 5 OS O S fBIT AFIEE D KRB E ., < HREEN
27.4 » H (95%CI: 20.1~NE. Not evaluable) TH -7, OS D ¥ — Ktk
1L 0.459 (95%CI : 0.254~0.830) &, ARHFIFEN KRR & thig L TR T D%

EY R WVEMICHLZ ERRBINT- (9. H6),

#9 2A&FHE (0S) (NETTER-1 ®E)

Treatment

AHNEE (n=116)

*fREAEE (n=113)

Patients with events (%)
Censored patients (%)
Median (95%-CI)

p-value of Log-rank test*

Hazard ratio (95%-CI)*

17 (14.7)
99 (85.3)

not reached

0.0083

31 (27.4)
82 (72.6)
27.4 (20.1, NE)

0.459 (0.254 ; 0.830)

* Based on unstratified analysis; N: number of patients, n: number of patients

per treatment group, CI: confidence interval, NE: not evaluable.

1007 —— ARMA
-+ ARMB
80
= SR
=
g '
%] ++:+_ )
= 60+ "
7] A —
> '
] !
” !
g i
._“Q—". 40 Arin A Arm 3 '
= N 116 113 .
,,02 Tovent(%) 17 (14.7) 31(27.4) !
2 Median(95% CIy NR (NE, NE) 274 (20.1, NE) Y
= Tnstratified P-value* 0.0083
20 4 Unslratified HR*¥(93% C1) 0.439 (0.254, 0.830)
Stratificd P-valuc® 0.0146
Stralified HR*5(95% CI) 0,483 (0.260, 0.877)
0 -
T T T T T T T T T T T T
0 3 [} 9 12 15 18 21 24 27 30 33
Months

Subjects al risk

ARM A 116 109 102 84 72 57 39 25 12 5 1 s}

ARM B 113 107 9 73 54 44 28 19 10 3 0 4]

X 6 24&7F#HE (0S) ® Kaplan-Meier fhi# (NETTER-1 #&Bk) 7
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(4) AmoH (QOL) DFFffi

QOL iX. EORTC QLQ-C30 % 0% QLQ-G.I.NET21 & ™ 4 f\\C. AT
24 DREREHE R AL VICEBHE SN ETRX=XT7 4237 b 0% D%k
BIZ DWW TR A T (T XS 231 44), X=X T4 UL OEBE) %= R
5 & KHFEETIX Global health status I2B W TekEDOEE 2 84 H £ TR D
AL, 60 TIXx A L OB THREFFINICAE (p=0.0240, Wilcoxon rank
sum test) o7, MMBETITHBEIR O NN o7,

7.4 ¥EAE 1/2 MERAR (Erasmus MC #ER)
741 RBRT¥A

47 % @ Erasmus Medical Center (2 X % ERI EEEHKRABK CTH Y. 2000
F1IAMNS 20124F 12 A FCTIBERINTZEE 1214 4 2 RIC. 72/ BRRIR
PFH T T 7.4GBq @ 1"7Lu-DOTAC-Tyr3-Octreotate 75 6~13 1 Z £ |2 4 [F 5 =
U, AR M OV VR S BEAl & v Tz,

F 7 % Nofili NET % & ¢ K - W& NET # B & (2% L T
177Lu-DOTAOC-Tyr3-Octreotate 72 < &6 1 HIE G I N7 5694 D H B X—
AT A TOEEOFAMAS CRF 77— F X— R IC@HEI N T Wi ho7z 199 4 %
BRAM L 72 360 40 & A b PEMEAT 3 A (FAS) & L7,

7.4.2 RIKEE (BHF - ZHHH)
HovED FEEFME B (X RECIST M4 ver.1.1 (266 -7 ORR & L. FE%hHIH
(DOR) 2>\ T & affli L7,

4 GEP-NET ® ORR 1% 45.0% CoH > 7=, B X A 75> ORR TiL, Jii NET
7 36.8%. [ NET 2 60.9%. i NET & OV NET % & < giifis NET (LLF. Al
NET &\ 9) 28 58.3%. T NET 2% 33.3% ) 0% I NET 78 46.2% T » 7= (F£
10),

% 7-. Kaplan-Meier %233 72 GEP-NET ® DOR @t #{f % 22.9 » H

(95%CI: 17.0~25.3) Th o7, BEHFHEX A 7B Tix, i NET 28 27.1 » H (1.7
~ND (Not determined)). % NET 7% 23.2 » H (16.7~32.6). Al NET 23R
B, P NET 2 17.7 » A (15.3~24.1) K O% 5 NET 2 17.8 » A (6.2~
ND) Th -7,
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# 10 4 GEP-NET & Z x5 & L7 ORR
(¥F455 1/2 HHEER B : Erasmus MC R B)

Tumor type ORR : CR+PR (%) 95% CI
GEP-NET (N=360) 162 (45.0) 39.8%, 50.3%
Bronchial  (N=19) 7 (36.8) 16.3%, 61.6%
Pancreatic (N=133) 81 (60.9) 52.1%, 69.2%
Foregut (N=12) 7 (58.3) 27.7%, 84.8%
Midgut (N=183) 61 (33.3) 26.6%, 40.7%
Hindgut (N=13) 6 (46.2) 19.2%, 74.9%

% FAS fif Hir xF S 5E 51 5k : 360 4

7.5 T BBWBEOHRABR
7.5.1 ¥EAE 1/2 KRB (Erasmus MC 3RBR) ToO#IE < BREFTEM
Erasmus MC &RBRICIE W T, EHREEO D WEERE 5 412k L TR — O BRE
12 2.5% L-V ¥ UHERRIE R O L-7 V¥ = VR R (2.5%Lys-Arg #@ig) % fOf
AT EOFEPH T T 177Lu-DOTAC-Tyr3-Octreotate % 1.85GBq # 5- L. & »
WU B ~T X BEIR O N RIET B W TRF S (M 7)), 2Dk
B 2.5%Lys-Arg @ik O Of B 512 LV 177Lu-DOTAC-Tyr3-Octreotate @ & fig T
O 5 R IRE ] 25 26 %K L B gk o0 W DR B 23 -2 4T% (DR : 34%~59%) D
LT, BIE<DIERBICEHTH D Z LRI,

& NMNoamino acids (N=5)
& \With amino acids (N=4)

i
-
-
-
-
~——
-
e

Radioactivity uptake in the kidneys (% IA)

45‘ 14'10 2450 360 4&0
Time after administration (h)

X 7 177Lu-DOTAC?-Tyr3-Octreotate O BB DO LB HEDOHE D
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(%)
B+ J1F% B8 (TAEA; International Atomic Energy Agency). FKM B E %
2 (EANM; European Association of Nuclear Medicine). XK [EE & ¥ &
(SNMMI; Society of Nuclear Medicine and Molecular Imaging) £ L 7=
PR N 3 W IEIE IR T O PRRT Ef 7 A N7 A 2 & K ORI AR 88 PN 43 WA I 355 5
SOMBENTWEBEIRER TO PRRT Ei T A R7 A > 92X, EEBRT I /B
LR AEFHT 22T RIEMR Y~ NRAZF T v 7 Ol RMNE B
W ZHAICHEF L, BRMOBIEI< 2EKET 22 R ThD LM
TwW5,

7.5.2 EWNE 1 HEKRAR
ENE 1 HERRBRICE W T, BEEOTHEAE NET BH 4 flzxtg & LTl
<HREIT DWW TREAMG & AU 725 B Bk & OV B 29.6GBq 2472 0 o HE & WL IR =
(F¥J+=SD) % 16.8+3.80Gy &' 0.722+0.0876Gy TH v . #1E < M E 1L
Erasmus MC B OFERICE SV TRESI N TV mERE O EME (Bhik 30Gy.
BHE 3.7Gy) % Flalo Tz,

7.5.3 EWNE 1/2 HERAR

ENE 1/2 fREERRBRICB W T, F NET B35 3 Hlzxt5 s LT it
2D W CREAf S A7 it 5, B VB BE D 29.6GBq %72 0 O HEE IR B (L
+8D) 1% 20.7+t5.29Gy 1 0.631+0.103Gy ToH Y  #1E < # &% Erasmus MC
RO RICESOWTRE SN TWIEHEEFEBE OB ME (Bhg 30Gy. &# 3.7Gy)
 FE - T\,

7.6 WRILHRE

EANE 1FHEERRR (44) I2BWT, 2.5%7 2/ BEERHH T CAHKl 7.4GBq
MG OERNDZAHAT — %5 MIRD % (Medical Internal Radiation Dose
method) % J W THIHE &I D U TREAG L 72 6 i 2 & oo IO B0 |
Tk . s B B R OV i i B W T < L 2 Ot D i 8 TIX R 2 o 72 (R 11),
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# 11 HERECRIT3EBHEORINGE

fig 22 W MR A fig 22 W MR A
(Gyl/7.4GBq) (Gy/7.4GBq)
Jii 0.14 N:IPNE S 0.16
SIRINI 0.14 Il 0.18
i J 0.15 ik 4.20
Jifi 0.15 i e B 3.43
LB 0.14 2L 0.15
o ik B 0.16 B B 0.16
T fik 1.83 SR 0.17
fIEL 58 Kt 0.19 B I 0.14
JIAE ik 0.18 5 P 0.15
I fi 4.14 IR B 0.18
A BE 0.16 T B R 0.49
N 0.16 Ee=g 0.23
K R 0.16
Fah#t & (Sv/7.4GBq) 0.49
7.7 EYEE
7.7.1 IR E

BT L NET & 2% & LENE 1 HBERRR L O H G NET &5
R RICEY TR 2 54 L 72 E N E 1/2 HERIRRBRIC IR W T, AFNT R 5% 21
BB b 2dEIZHA L (M8, 9),
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0.01000

S 000100 <
E E
< .
_%ﬂ 0.00010
2 -
0.00001 T T T T T T T T T T T T i
0 10 20 30 40 50 60 70 80 90 100 110 120 130
(h)
X 8 HEWH 1MEERBRIC CAAl 7.4GBq HEE & E% D
EHMPHRNBREOHE (EMFEWHRAE., 64)
0.01000 E
S 000100 3
3 =
< .
_%0 0.00010 =
= :
0.00001 T T T T T T T T T i
0 10 20 30 40 50 60 70 80 90 100
(h)
X9 ENSE 1/2 MERARICCAH 7.4GBq HE# 5% D
EHMPENEREEOHE (EMEHNHKSE. 34)
7.7.2 A

= PR R BRI I W T &8 O W B U RE 43 A =R O S D B RN O 7R A i
WREDHER A MFT Lo/ R, &E5% 24 M E TICRERBLPNRBO O, £
7o BTN, PRRE K OV W o AW E R BE O AT R DR I B | A M O B AE
REDOHER Z AT Lo R, MM BIEITEA K bM< LT, Bk, Mg
JIg & 72 > 7=,
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7.7.83 fRH
EWNE 1MHEERBRICBW T, 5% 6~24 Bl £ TR PEEHE & 7= o 6E
D 8T.3%ITRLEIIETH 7=, 24~48 R[] TIXRLEALIEN 0.0%Th - 7,

7.7.4 HEik

EANE 1 HERABRIZBWT, AFIL, 5% 24 BE X TICREED VY
71.2%dose 23R ISP S 7z, 48 HBpfHl £ To REEPE ==L ¥ 73.8%dose T
HY ., 24 KEMUBEOHEMIT DTN TH L Z LN RN, ENE 1/2 F8E KR
ToOHG NET BF 2xtR & LI EYBRRMTICHE T, 15 NET BH 2B T 5
BRI RIT, 5% 24 K% £ TITIE 74.4%dose, 48 FFf# £ TIZIX
76.9%dose Td > 72,

8 FEKREFMH

AFN DI 2 a9 2 ERBRITIT > TV 72wy, 17%5Lu-DOTAO-Tyr3-Octreotate
W B EERER TIX, SO REEEIo FEICEH DS T, in vitro TV U X
U LSIT8SY il D F I Vo X F — BB TETOREKRERL, LRI F
TAEKORIGEOERBEREREZFR L 2o T,

2.5%7 X/ BREIRIZEICHAORKR THEM SN LZEENERINTEBY ., A%
Ry THD LV R L7 AF= 3 RICZELEROONIMETH S
O, 2.6%7 X MEERICE T 2 EAERBRITIE/R ATV, LU Y kT L-
THAFXF=0F, RRICHFETDEERS FTHD, M7 I JBIT—RIZEELERBD
5315 (GRAS; Generally Recognized As Safe) WAl L HIMr TR . FER
ORBEORIKE L TR Ebh T\

9 WATA RFALITBITAERBEDOIBAT

National Comprehensive Cancer Network (NCCN)

Neuroendocrine and Adrenal Tumors. Version 2.2020 10

National Comprehensive Cancer Network (NCCN ; &K E&NAEHRE ~ b
U—7) X0 Ek SN A FT 4 TIiE, ETHELT/IX iﬁi@‘i@?ﬁﬂﬁﬁ@
NETIZX LT, Y~ FRAZF U7 I r I X ORBERICHE LSS O ZRIRK
LTz _ur YU AR, XX SSTR A A=YV I RBEOEAIC izfiﬁl
PRRT. NFEER I3 2 RATHRIE., BB O% By SRia %, M ic 3247 7T Re 72
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BIRE DN 2 WS IR b ERIESHER I LTS, £ LT, ENET 2B L Tix,
Ve hNAZFUTFu S RnE-RIRER DN, BHEOETARD ORZGEICIE
TR Y AAXZA=F =T, TEY B I R+ ZEUEE, SSTR 1 A —
T REBETHIEAANIC X D PRRT, £ Ofit s L LR IEC R4 12 5
DRFTRE., BEBEBOBEMNENRIGRLENEEINLDIEINLTWVWD, F,
Jiif NET (2xF L Cik, BEES K& WREEEBRE, E76, PEEERE LV
JEGEEERE T Y~ A ZF o7 F s (SSTR A A — T v 7RG TIER %
BT 284) XiEm<o A, AKHICE%S PRRT (SSTR A A — U v 7 RNk
TYS MAZF U T Fa 7 THELELGE) VAT I7F 0+ bR Y FE LI
ANKRTTF o+ bRy ROFERE, 7Y I REIXTZEUREE, T
HBICKT 2 RITEEOREBENBEINDS LRI TWVD,

European Neuroendocrine Tumor Society (ENETS)

Consensus Guideline 2016 1D

European Neuroendocrine Tumor Society (ENETS ; KRN # % PN 2 WA I 95 7 &)
R OVER SN2 TA RT A4 Tl ETHEROIOTEB MO WS NET (2%t
LT, YT MREF U7 Fr 7 THERRDOONEZGAEO ZRIBFKL L TR
U LAANIE PRRT "#EE X 1T Y, PRRT X SSTR G OH AT a2 U A
AR D ZRIBFE S LTLES TS TWS, £ LT, I NET (2B L TiE,
EITHETY v M AZTF T T 7R FRIETOIRPBO LN WIS, =~
PYLAAXFA=ZF =T LWV ot FRENEN ZRIGFRLE L THY LA LN, H
BLZHEAICE PRRT AROEREE LTEITFLATWDS, £, iil NET I[Zxf
L i, AT TUIBR AR O M NET 123\ T, SSTR ORBEL 1 & W IGH ITITFEY
BWIERICTHE LG A ORI E LT PRRT AfEREINLTWD,

European Society for Medical Oncology (ESMO)
Clinical Practice Guideline 2020 12

European Society for Medical Oncology (ESMO ; FRJN PR JE B % 4) 12XV
El SN A KT A4 TiE, Y~ MAZF U7 a7 RO ol NET
WXL TIEREEBIZ RS H D & S, SSTR A A —2 7O #ITHE NET
Xt T DB A T arE LTMNEST LR TWD, £io, EITHE KO/ XITER
PEDOH G NET 12632 “RIERKE L THEINTEY  FENETIZBE L TiE, &
RENTEHEBEETHELEZEAICPRRT 2E 5L s TW5,
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BE - AL s N 3 W (NEN) @287 A4 K74 > 20194 [5 2 /K], H
AR N 53 WS 95 BF 98 2 (INETS), HE- L& sk N WIS 2 M A K7 A
Y2 B E B, &R (2019)

Available from: http://jnets.umin.jp/guideline.html
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VT F LA XRY R MU FF R (Lu-177) HEEEZ W D EF 15 O i E#
HA~=a27 /v Z2EHERE Q&A

VT FULAAEFY KL AF R (Lu-177) HEHERZ H W DK E F 159 O @ 1E
A~==27/ KR Q&A

- R E R EICR D A, B - EHAOITEREICE T =2 T L
- (M) BEEEH ORI EICE T D25 6

c B PEER S R E SN BEOBHIZOWT (EELFEF 70 5@ H)
WAXE WTFFULAEXRY REUAF R (L), 72 BRER)

cLu-l77 I ko THERENTZEEY O T IEIZ DN T






NTF LTV KL AF R (Lu-177) EFHEZEZH WD
EBEFHREOBEEFH~=2 7 /1

7 EE R Q&A






(%27 5l Q&A |

1. Jhch R B 4 B

Q1.1 VMTFFULFHFYFILAFF (1"Lu) BRHBEOERERIZIX., D L)
R B EEBESILETL & 9 D,

A1l VT FTLAFXY RELATF K (77Lu) EFIER (LT, KA L D0 ET)
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for Neuroendocrine Tumours. JAEA HUMAN HEALTH SERIES No. 20.
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Lutathera® package insert, Revised: 5/2020.
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0.00 | 1.000E+00 0.00 | 1.000E+00 0.00 | 1.000E+00 0.00 | 1.000E+00
0.005 | 9.396E-01 0.05 | 9.394E-01 3.00 | 9.865E-01 5.00 | 1.275E+00
0.01 | 8.884E-01 0.20 | 8.324E-01 5.00 | 8.132E-01 10.00 | 1.202E+00
0.05 | 5.583E-01 0.40 | 7.477E-01 7.00 | 6.460E-01 15.00 | 1.021E+00
0.10 | 3.308E-01 0.60 | 6.615E-01 10.00 | 4.226E-01 20.00 | 7.725E-01
0.20 | 1.297E-01 1.00 | 5.047E-01 15.00 | 1.872E-01 25.00 | 5.593E-01
0.40 | 2.319E-02 2.00 | 2.403E-01 20.00 | 7.567E-02 30.00 | 3.895E-01
0.60 | 5.341E-03 4.00 | 4.801E-02 25.00 | 2.904E-02 40.00 | 1.701E-01
0.80 | 1.694E-03 6.00 | 8.667E-03 30.00 | 1.078E-02 50.00 | 6.899E-02
1.00 | 6.796E-04 8.00 | 1.499E-03 35.00 | 3.873E-03 60.00 | 2.648E-02
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3.00 | 3.875E-07 16.00 | 1.642E-06 70.00 | 2.133E-06 | 100.00 | 4.052E-04
3.50 | 6.085E-08 18.00 | 3.362E-07 80.00 | 2.396E-07 | 120.00 | 4.635E-05
4.00 | 9.556E-09 20.00 | 7.020E-08 90.00 | 2.692E-08 | 140.00 | 5.011E-06
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7.50 | 2.109E-14 40.00 | 1.561E-14 | 160.00 | 8.751E-15 | 280.00 | 6.492E-13
8.00 | 3.270E-15 45.00 | 3.279E-16 | 170.00 | 1.074E-15 | 300.00 | 6.956E-14
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