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BRE 0.967, AD B34 0.896, 4T DIREMERENN IEH 7 wkBRE 0.923) .
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FTATEE HE (OESIRZ AR O PET B O EVERFEM, QRIR AT A —% GREEM—ZF), @
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AD BBERE MCT &R FRENEERE 23 &t
(n=15) (n=15) B e BB E T (n=48)
(n=18)
ABBE 12 (80.0%) 5 (33.3%) 3 (16.7%) 20 (41.7%)
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FEEY) (RisERZE, MISERE, SEIARE, mifkEl, %akE & OBRATER oY) Suv &
FEMEREIR T H /MM SV Dbk & L THEH L.
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&/IME
@D : FHiE
0. 75 ) PAN -7\ VAN
ADEBE B MCIBER  RAMEEATERL <y -
(n=45) (n=60) WERE R
(n=78) - 1 AB BT DREIE (A04) 1. 10
FRPRESHTEE

QWG RZWIRER O EHER & OV B RE AT
Za_Z e (BF) 12X % PET B TORBEERIT AD BECReb mi <, RABEREDS IEF 228k
BRETE TR B> 72, MCI BHZZ DO P TH - 7=, ERAIGEM, & BROFHE, ErEAFE
Wb 5P, BIE SN BEZEBEEEER TORVIHFZNICAEETH-72. AD O
75.6%, MCI BED 38. 3% M OFRINEERENS IEH 22 WRBREBED 14. 1% 705 ABME & L CREMi s
72. Probable AD & ERIRAIICEEWT SILIHERE D 5 B, 24. 4%%3 PET Eg O & PEIFTHINIC 33
WTABRRMETH o 7.
T OFEFIE, BRI AD &2 W S LT BE O D BT B RICBI T 2 Uikl 12 52
TRl SN ABRETER L BB —E Lz 971, RIS, MCT B0 38. 3%7A% PET Hifg 05 AB
Bk &I S 7228, T OFEERIT NCT DBE D 33~62%03T I A NHEEEETH LV HH]
Bt & — U7z 129 FRABERE DS IEF R R D 14, 1%705 ABIGE & Hllkr S i,
@ R & & AR O AH B
o TR S & T EAORTARE SR I X B 2B TR D B AL (FHBIR% 0. 808, p<0. 0001).
@7EMERIFTAM & 7 BRI FFAT 0O FH B
TEPERIRIAMARS B & 8 ERVFHALRS RITITME 2RI H B2 MAEARO b7z (p<0. 0001).
®EMRIFHIG & & RHIFHL O FRRY
EPERIRMIC & 5 APBRTE, ABRatEsY I L, A04 3ER X v sk 7= ABEEME D BIE SUVR=1. 10 1235
UNT R L 72 E SRS 5 & 0 —BeRIE 0,91, « HEEHENIT 0.81 TH Y, &ERHBENEE
H BT,

il 183
B 0.91
WA 0.51
Kk HERTE 0.81
95 % T X [ 0.72~0. 89
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V. ARICEY 5EE

®4E b & PET g o FFAM

PRISRE IE W 2 BB TRIC B W T, ABREORIG I F L & bIZ ER Lz (50~59 %, 60~
69wk, T0~T9 5 N80 kL EOERE CZENZ A 5. 3%, 10.5%, 15.0% K% 25.0%). =
DOFERIL, FREMERENIER @i OFIRIC L VG ST 2 oA MIFEOHEFRRIC—HK
L~ 10),14>.
(DApoE #Efn¥%4 & PET it & DFERY

ApoE2 DOWBRETE CIXERBIIEEIZ 2303 53, ApoBd OYBRERE L v & KB O SUVR 1%
AEICKL, 72 AR & W SN T-WBRE X\ e o 72, ApoE3 DHFFRFEREIL, ApoEd D
AD B ONMCT B XV & BB D) SUVR XA BICIKD o 72, & BIZ, ApoEd OHEBREEEIL ApoE3
OWHRETEL D b ABBGPEL BT S NIZEIENE <, T OZETFIC AD L NCT BETRE D
Stz T ORRITRAYE & Z ) TROWHBRE OFRFERIC KL TBY, ¢4 fOEEF2
ABILEDOEER VAR THDHI L, ¢4 MG T2AT 2 RAMEREN BT 22 g5 1
FIRIZBW T ABOULE LIV REWVEAICH D Z &, SHIC e 2 M EBIR T2 H T RS
ITRAIE CH LM 0bbd, BT T — D0 h I BaThr I EERLTND.
@FRANKEREMAT & PET Hifg & OAHES

ERMN, PERN, EMNFEMCH»DLT, Targ e (F) oFWKEEROH -
ToBRAE L, RO EEBOWERE LV, DS ZR< 2 TORMEEREICB T D2 a7 )
B o 7o, RBEMERE D IEH BRE 12OV T, 7uil_FZ e (8F) OmWEEERTY =
7 AT —FBRAEOMRBAGE 1 (IR RT 77 78HA) KON GBIE ST 7 F 7 H4), ADCS-
ADL Scale KON 11 BHE D7 MY A~ —Jpali R B2 FALRE (11-item Alzheimer’s
Disease Assessment Scale — Cognitive Subscale : ADAS-Cog-11) EFBIEL7-. Z OFEEMN
B, 7aARX L (UF) OREERIC I YIS D ARERE & REBEIEOIK T L ULix
HT A LRI
@FRAFEREIZ BT 5 228 BT

FRAIBSRE DS IEH 7B TR D 7 e A Z L (BF) OFW AREREIE Y = 7 A T —FLIER
HEOFHFLAFENE T KOV, ADCS-ADL Scale & TR ADAS—Cog-11 & B L 7=.

PRENBEBE DS IEH R B T, B AT B OVEMERY RS & - TRIE S 42 #EEH5/)
WCHE S ABEREOTFTENY, KO Apok BB T A S e85 XL v S EN - AkEED
THIK S TH o7, EENFEMS 2 WVIXEENREMZ €T IS A T & 2121, Flk O
ApoE Efn 1M & & e O EIIFRIBEEE A 2 7 O FMICHEE R TRIR 1 & 1372 5720

>7-.

RHERICBWTHTIFE LT, BRRPILCE S HEERIT R -1, BRMTSER D
BB 184 B 17 B (9. 2%) TIRBRIREE G2 1CFBL L -G HE S0 20 PR S viz. K4k
DEEFZIIRETHY, 7rA_ZEL (%F) #E5LORRRAES NFLAERL) LAk
ST 1PNCEERAEFRS (BREY) B L-. HEEEIPEETHY, 7rasy
v (BF) #GEORBEBERIT NEEALERL] EaRENE

©) KEFMEEHRHR (A07)

THA L% LR, AL B R

H &N TuARZ L (BF) BG40 PET Eifg 4 V- ABERE O MEN & SR ICE L7 ApTES
DED L~V E OB HOWCEIT 5. £7-, ABHIEO KAN% EMICH T 2 PET B OR
HEEIZONTHIRETT 5.

B 226 B (M= A— b 162 5, HpBLE =R — b 74 i)

stgoEin | (D FHfas—

FPUEE 1 18wl bk

2) IBBREAEEANC L - TR 6 » AN EZE SN T 2588 (B ITHEARM O 95 - Mtk
ODAREREMEPAZENME IR, BIRE, AR ERBIOMKETR), SUTH 2 08 5 ikt
WIHIFIE 2B s 2 CIRBRIKIEE OB 215 TV o

3) BHERAE ORI IESN T, IRBREEIEMAS 10 /M ORMBICHIA TE D Ll Lo
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V. ARICEY 5EE

(2) FREaFR— T
1) FRENBERE DN IE R CHURR PRI R 7R 18~40 s D&
2) ADIZRET2BEEID U R0 7 7 7 B—RNpNE
() V=7 AT —FEREOREMNGE [ KO I CHERICHES L -fEORE 2 =%
(4) 10 M OFHARITIE TE 54
MHEOFER | () FREMIEEN S 5, MEBAE0 LD ULFRARR Y v DN S D B
Brov AL (2) WEEIZKRE 2RSS RER & 5 BE
RER 7k T a A )L () HEEK 3T0MBg FH Y &0 HRFEFIRINEE G- 21TV, #5255 50 /5812 10
ST OWAG % 4T > 7=, PET BifgIZLL T O J5 ik TRkl L 7=.
(1) EMERRHE GRIEHIFEE) « AR IX AR
S DFHAEANEM T T PET B 2RI L, ABBYEIT ABREMED W iz 5
L7z, SEHEOFTER R B THoHAIL, SERIC K DR 2 HRE ORI & L
7= (PR —).
(2) PEEMFHE GRIEMFEE)  0~4 O 5 EFEFEAM
3 DHHENEM T T PET HIR A TR L, ABEROREZL 0 (ABERRL) ~4
(RED ABEFRL) O 5 B TRl L7, ARtiE ORI A = 7 O HJufifl 2 g5 E O A&
flie L7z,
(3) ERAIFHM : SUVR
AUARE, MTARZE, JHIARE, AiHRREl, ZHRRER OBATORE 6 fhlk, WONC R
BOEY) (BE 6 IR DY) A REERE L, Zh b OEiko SUV & FEHEREIR T
BHBNIED SUV DI E L TR L.
FTATEE B AotE (OEZFABEMIT (EEFEEE), QFEFREMIT (EEFEEEH), OREHE
THBIRYT, @—BOERMHT) Kk OVZaMt
OFEZHBIRNT I, =R — b OEEMTERICIIT 57 I v A R PET B OE & A
a7 OHRRAE L& TE BN E YR E VT HIBR B O BB APIEAE DT Spearman DJIENZFE
BIFRHIZ K 2 AHBIME DR 217 - 7.
QT EREEMRIT T, M2 L7z 3 4 DOFEHE DLEIIT L DR =/ — b0 PET Big D&
PERIREAIZ 33U T ABRRPE D PEBRE 3k & FIA S Y 95% 15 #E X [ % 54l L 7=
QR A RIS HIFHBIAFAT T, FI =R — b O REMITHEMITISIT B PET Hifg o> EBHIFEMN &
TE RGBS X D ABIREIC DWW, & REBE T &I Spearman DJIEALARBIFREL
2 & DR DR & 1T o 72
@—FRMNTIEEIR 2 — R 23TV, @-1. 7 ImA4 R PET Wi{BIZ L5 ABERORIE
il & FREFICINE L7 ABILE D E D L~UL & OB 23l L7z, £7=@-2. #himEshr &
O—EFMHTTIE, BERIL SN EERORTIC X 23 OVE R&AFEIN & modified
CERAD J:#E(Z X % Probable /Definite AD & OBWr—BRIZOWCEMIEI L 7= (Bt : Probable
AD, Definite AD, [&4 : No AD, Possible AD).
iR < EEFEAME A >
(EhE) | OFZEFBIAEAT
7 I mA FPET BRI 5 ABDYE /AR = 7 Ol &, BRI e ok a2 Fv -3
RGO ABILAE & OIS, Spearman DNEALFEBILRILHY 0. 78 OFEFHFHICH B2 FHBINF
OB (p<0.0001, 95%(EHEKIH : 0.58~0.89).
OESCE Ty
HEELEE R — S OFEAM T REAERTIC 38V T, PET B O EPERIETAR (AL —L) DFER, 47
B2 47 5] (100%) 23 ABREMETH Y, FFEEIX 100% Th o7z (95%FHHXR] : 91~100).
<ZEDMMOFHEHIEHE >
BB fE I8 ) AH BT
FEMHERICBNT, £TOREEKT, 7aL_Z L (%F) PET EEIZBIT 5 ABDH-
EREMA 2T OFRAE L EBNGREGREEE W HRBIORE D ABILE L~V & DRIZ,
MEFFRICH BERMHBENRO bivlo. & REMEKO Spearman OJNARAHBEMREIT 0. 68~0. 77
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V. ARICEY 5EE

THo7z (p<0.0001, 95% T5HEX ] : 0.42~0.88).

B f%ﬁﬁﬁ% (n=29) _
Spearman D IEAZFHBIFRER 95% 15 #H X [H

PR 0.75 0.53~0. 88
SHTERZ S 0.77 0.56~0. 88
ATSA R E 0. 69 0. 44~0. 84
&= 0. 68 0. 42~0. 84
LNl 0.70 0. 44~0. 85
EURiER N 0.74 0.51~0. 87

@— BN D fRHT

@-1. 7 IvA RPET E{&IZ X 5 ABEREOREM & HIRIHTRNE L7z ABILE DED L1 & OFEE
fRFEM) 72 PET M5 & ARG 8 R Sa e MR BB L 5 ABILSE L~V ORERS R 2 R~ T,
o (A, B, O) 1, EM{bINFmEZICLY, (W) ABOIEHLZR L, (B) K~
O ABEFE, (C) WMEED ABEFE L U TRMi Sz, BB 3 B0 PET Hi{G O RIRWTHTH 5.
—J7, AMloEG (A, B, C) 1, ZiLbOHERE ORITERE O R % ABHLA TERERIZK
AR E L2 b DO Th S, (A) OWBRE TIXARFIEITMRE SR - 7228, B) KO (0)
DOYERE TITHEE~EED ABT 7 — 7 BRD B, AT AD BF L2 anT.

Florbetapir PET scans body 4G8 i histochemistry

Participant age at death, 82 y

e
|

3 R R Y
B-Amyloid burden = 0.15%

LECEREIEN= O A CEED=0 Low likelihood of Alzheimer disease

] Participant age at death, 78 y

e

B-Amyloid burden = 1.63%
High likelihood of Alzheimer disease

B-Amyloid burden = 7.92%

Moan cotcal i ce L lecoten High likelihood of Alzheimer disease

@-2. PIRPFBEZIT & O —BERMNT

B S FEhE S 7= 35 1 19 illE modified CERAD E:#E|Z 351 % Probable/Definite AD & &
H L7z, 2o 19 #ilH 18 $ili PET Eifg & \ERUFHE T ABBTE GHl R 2 7 R ifi=2) &
HE S, 19 FlEB TR T ABEEME (SUVR=1. 10) & HIE Sz, & BAFHE & Y
JERFHIOEE L ZNZI 95% (95%IEFXM : 72~98) KU 100% (95%(EFXMH : 79
~100) ThHo7-.

ftho> 16 FlEHIRREED ABIEFE L~ MK <, modified CERAD J&#E(Z351) 5 Probable/Definite
AD IZEBE L enodz. T 0 16 FlIFEBRRHL K OVE ERFHTO W IZB W T HREN
ABREPETH U, FFEEIL 100% (95% EHEIXH : 76~100) Th o7z,
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V. ARICEY 5EE

woR
(Ze4xt)

AFRBRIZIBNT, Fh1% 48 WM OB, Hik ok — N OEERE | BlICEE A EFR
(R RA) MHFBLLELETHICE 720, 7aA2 el (8F) %52 oRPEEGRIT NEe
AETR L) LBl FT, TOMOEELREHEERITME Shieh o7, #ERE 226 f
19 T 25 HEOHEEENRFIEL, 7uaZ L (¥F) 5 & OREEGER BE5<H
HHY | LT IBETERY) Lz

d) KREEMAEERKRHRER (A16)7"

FHA LR ILR), M B R
H N AOT RER OB 2R — MIxT 2BHHAE & LT, 7 v N PET BWi{&IZ X2 APHIESE & Bl
FURRSEAREAT I X 2 ABIEE D BEMEIC SV TRHE 2.
Xt B KEB AR GRBria— K A07) FlRar—
152 #1]
KEDOFT | (1) AT REROBINEAEL 72 L, BRI, s 2 L limE
PRI AE (2) A07T FERICHBIT DRIBERHACECHREL, BEINDHIMNLOIET LN OERELIZHET
TEBRIMIZ DU TR LT D R
(3) AL6 RERDOBINCIFE L7y
(4) FA~DEFZICHOVC IR SN 7= g
MEDOFER | (1) REEZERY N s
Brov L (2) TRBRAE Y Al SUZTRBRIRIEE 1 L 0 ARBRBRI AR & HIE S e g
RERI7 5 (1) EMERRHE GRIEAIFER) « ABETE XL ARRETE
54 DFA D EM T T PET BG A TRANTHRET L, AR U ABRRYED W L IZ /358
L7z, SBEOFHMBI R~ TH - 25E1T, SERIC L DR EWEHRE O KAKGEM &
L7z
(2) PEEMFHE GRTHIFEE) : 0~4 O 5 BRI
5 A DHLAEDNEM T C PET B2 BB L, ABEEOREL 0 (AERERL) ~4
(FED ABEFRE) 5 BeME TRl L7, KFtiE OREMEA 2 7 O HH gl 2 g5 E O Ri&RE
flie L7z,
FTATEE At (ORISR EL AR 2 A 4 v 2 — R & LB o BRI O ZWrRE O fiftr, @Y &

FIREA & (5 D BB ABTEAS & O FARE)

OB HE R W 2 A X o H— B & LB BRI OB RrEE DT CTl, 5 L DFREH
\Z & % PET Ei{g 0 EMERIFEMRER & §M F T modified CERAD ZEMEDHRELZWT (BB
Probable AD, Definite AD, F&M: :No AD, Possible AD) ODJREEZSMIAS 4 bl L, PET M
G DI e OVRFEL B 2 U E L7z
CHIEELHUE) PET M DR K OV L E 23 80% LA ETH 5.

@-TE BRI & IR B O BB AL & OFBEITIE, 3ADMEEDOER FMHICL 2 EEE
HIREARS R &, modified CERAD YT KL DM Bl iz &, Bl ORI FHIZ LD E
B SRR AT K W IE SR D ABIEAE IOV T Spearman DNESAHBUREIC X
2 FHBAPE DR 21T - 7.
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V. ARICEY 5EE

Omodified CERAD AHEDIFFZMNIT KT 5 PET B D EMERIRTAM O K OVRF B B
FEMNTER 59 4 (PET #2205 24 » B UNIZHIRR) 128V T, PET B O EHIIFHINIC X
2 ABFRERRR I ORE, FERE R NEMEIZZNZI 92% (95%EFEIXH : 78~98), 100%

(95%(EHHIXH : 80~100), 95% (95%(EHHXH : 86~99) TH YV, FEKONFEREITL L
\CHIERAETH 5 80% % LEl-7-. HIMERICIIT BRI TR L ORI T RIZZ N2
87% KN 100% TH - 7=.

modified CERAD A:YED IR FRES Ik
ABBEE ABPRaE:
(Probable AD, (No AD,
Definite AD) Possible AD)
(n=39) (n=20)
B A H 2=100%
ABBS 36 (92.3% 0
bt migo | P (92.3%) (95%CT : 88~100)
FEPERRT SRR T ER=87%
AETEAORF ABRatE 3 (7.7%) 20 (100%) BHERD =879
(95%CT : 65~97)

JEE=92%
(95%CI:78~98)

R E=100%
(95%C1:80~100)

TEREEE=95%
(95%CT : 85~99)

(QPET [ D> - 7E B REAfE e & A6 oD BB ABILAA
FEHARHTER O PET H{{% D - E BAVFEMAS & E BN REEREEEEZ W T=HREI o R E
ABILAE & D Spearman DJENABBIFREL 0 1% 0. 76 (95% 548X : 0.62~0.85) TH Y, #Hat
FENCHE RN b (p<0.0001).

15-
14+ °
134
124
@117 .
{1;% 10+ 8 o o : [t
SR 5 g Ny 1
67 -8 8
& 5 o §
4] o 0=0.76
5 . ° ° ° p<0. 0001
b Spearman®
] 8 1BRIRRAR
O‘|§"“‘-“ T T T T
0 1 2 3 4

PETIE & O ¥ T & A FTH 5 R

e) ER£RZIMERILF S MAARKRER (BAN2401-G000-301 ; Clarity AD) '”

THA ERSSLE, ShakdtiE, “HER, 77 'ARx, WITHMLEGER

H ) FLHA AD (MCT due to AD 7> S8 AD dementia) HF 25412, #5654 18 » AI2¥1F 5 Clinical
Dementia Rating-Sum of Boxes (CDR-SB) D_X—RA T A b OB ELATIEE LT, LIX
~ 7 10mg/kg D7 7B RICKT HBENEEZRGEL, TOHEMEEZFGT 5.

st & 50~90 % T, 7 1A K PET X% CSF H' t—tau/AP (1-42) LL DFEAHIC X 2 PN APEFE A s

=B AD (MCT due to AD 7>5HEJE AD dementia) FRF, 1795 5. MCI due to AD %, NTA-
AMIZ X % MCI due to AD DHEZ & 72 DERIKIEMER 7= L, ZORRBHERPHEEICX S, R
I —= TR ONR—2F A 8D CDR A2 778 0.5 5> Memory Box A= 7 0.5 LA ET
BV, FEMLERESEITIEICREL, A2V —=7BAET | FOMITERICETTL T
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V. ARICEY 5EE

HEOHRIERZATAHE L LT-. BB AD dementia IX NIA-AA @ probable AD dementia ([
KHIMERS) OWPRE L IR DERIRIEHER T L, A7 V==V TR R —2F 4 VD CDR A=
T3 0.5~1.0 7D Memory Box ZAa 7N 0.5 L THHE L L.

SO Fe | (DWS-IV LM 0 O BN F i e 2 07 < &b 1 EERZEZ TR S (50~64 5% : 156 L4
BN e T, 65~69 7% : 12 DLF, 70~74 5% : 11 LLF, 75~T79 %% : 9LLF, 80~90 4% : 7 LA ).
(2) vy — FREEENFBNIORIND.
(3) 7 2 v A F PET MIZ X BN ~D PET HHIOHUAZ X% CSF H t—tau/Ap (1-42) LW
FTUDOFMIZLY 7 I A NGEE RS T AT AR STV 5.
W) A7) == 7R OBIEIAO MSE 2278 22 LI E30 LA FTH 5.
G)YAZZ V== THIDOGS ZaT7NIKETHD.
RGEDOFER | A7 V== THOMWRI BEIZBNT, UTFICRT L) RBEROEZEOD DI ANRD bR
BRo\ e %.
(1) 5 % ATLL o i i (e K% 10mm BAF)
(2) e REE 10mm 8 D Jipd H 1fn.
@B WFR~ETT U B
(4) (f 2 S v R
(5) Mifdetss, kAL, BORAE, I A0 ST
(6) 23T 7 %, K XESEIROMEET, BEEO/NLE R B XL AR
(7) SR SO IES (72721, BRSO HIRER L BB SN DA T, RN lem
K CHIUIBRINT 2 RMET RN & & L)
RER 7k FHHE L I R~ 7 10mg/kg R GHEATIRNIR G- 58t L, 77 BREREGTHHICL:1 0
FIA CHAEZIZEN Y 1) 7.
FEAT2E P E4% 18 % A1231F % CDR-SB D_— 2 T 1 U b DL E
R <R (FASH) >
CE#ME) | "—AT A TDCDR-SB (PR (n#0), LA FFEER) X, FAD (MCI due to AD +
HREE AD dementia) O L A1 %~ 7 RET 3. 17+1. 340 (n=859), 7*F & ARRET 3. 22+ 1. 343 (n=875),
MCI due to AD DL A3~ 7RET2.6711.026 (n=528), 7 FBREE T2 75+1.085 (n=544)
ThH-oT-.
5% 18 # B (Week 79) 12351F % CDR-SB D_N— 2 5 A b O i (GREEG 0+ %
87, DUFREAR) 1%, FHIAD (MCI due to AD + #8JE AD dementia) DL h3x~7HETI1.213
+0.082, I ARBET 1.66310.080, MCI due to AD DL I X~ 7 BET0.916+0.087, /5
T AREET 1. 2700. 085 Th - 7-.
P54 18 % AIZFIT D CDR-SB DN—Z T A SO kR (FIE ) ORIz (L
X~ THT T2 AREE) (95% G XM, p ) 1, FH AD (MCT due to AD + #EJ AD dementia)
T-0.451 (95% SHEX ] : —0. 669, —0.233, p = 0.00005) TH 7.
wOR 301 BB TIE, 7aAR_Z UMK HMETHER (ABRGME) &HE Sz NCT R OMREE AD
(Z4ME) | dementia OHEERE 224 £, MCI OHRE 1 4T LD T rARZ L LRREBKRH Y &HIE

INT-HEELNFEBL, BE AD dementia BE TIX7 oA _Z L & KRRV L HES
NEAERGIFBO N2 -7 RRBRDH U LHESN-AEFEERZOARITIOERTH Y,
HREEITRETH -7z,
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. JARICEY SIEE

(6) B EAE A

DEARERE (—REARERE BEEARERE FARBLERAE), HERTERET 2 —XHE, &
ERFEEERABRONE

— it AR AR A

H W i IEHE TIT 31T 2 2k K OVE Zh I B3 2 1 U
UTOFEHEZZRTI L 2ERENETS.

c REORIWER (FRICEEZREIER)

cwZet, AOMECREL XD EEZONDER

- FEIR S O FERE TSI 2 BIVER R Ak

o FHE T EHAM - 2020 £ 1 A~2024 46 A (4.5 4)

gk EWIR 0 2020 45 1 H~2023 12 A (4 4F)

HIEHAR] - 3 AR

PR T EAERIEL | 500 4

ook T A

T AEA BEER, AFOBRERN, FEFESL, KAICLL7T IaA RRX—Z GRS
EHRFAEEHA 2L

2) RBKHE L TREFEONEREER L 1-HE - RROBE
AR L

(1) T Dt
DR L
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VI. E3EE(CET SHIEE

VI. EMEEICHAY SHEAE

1. REZHNICEESHHLEMRITILEMEH
AR L

2. REMER

() EAERL - 1EAKRE ©©
YERRERGL : AP T — 2
ER#E . & MR T Y 32— N2V in vitrofEEHEBRICBWT, 7 a_Z L (BF) 1T ABIZEWEL
FETRHEET 22 Lhmaniz. £z, b MEMRO R ZHWeA— o7 0477 7 0 —BRIZBNT, 7L
ARLENL (BF) (X ABICEIRM DO EEMNICH AT D Z B rRENT-.

(2) BExh &= BT+ SRR

1) AB BERICKT BEEE|MME (/n vitro) ™
APEEEEMSRIN Y o R TH D PI-IMPY & AD FBE HSRINA T Y 32— N OIS T A ERBRICE W
T, ZaA_RZEL (9F) (ZurZ L (BF) OFEHEHE) OREEH (K) 5. 5mmol/L 2R L=, A
EERIZ B W B A & D Pittsburgh compound B (LAF, PiB) ®K;lE, FEEDOFRERZ T 2. 8nmol/LY &4
HENTEY, 7arxZ e (YF) O ABEEKICHT 2HEABMMEILPIB LRI%ETHD LHELE SN,
F72, 7aAZ L (BF) oOfifEEEE Ko 1X 3. 72nmol/L, RS E B X8, 811fmol/mg TH-7-.

2) AB T5—0I12tT BEEEEIRME (in vitro) ™
ZaARZ e (BF) OffAEE ABILAE Bk OMRRIFHEL L & OBfRA & MU &2 AV CEFli L 7oA —
NFUF T T T 40— (LUF, ARG) TIX, 7rA_ZEL (BF) [ ZIRMEEICHEE L, TOMEHIITT 47
SELS DRI E L —F LT, 7rARZEL (BF) fBEEE APLER L ORI, FEFEMICEER
EWFHBAMEZTR D B, FHBIRERIT 0.66~0.95 Thotz. —J7, 7uaAZ ) (BF) ofisEEMEAT
B U 72 AR AR AE L b & ORI ITHBIMEITR D b e o 7.

%
J‘ki

._r

: _‘.‘..

\

Jlim

ErRYIFICRTZ 702 E)L (5F) ORKA ARG &
HERIT, 7aly L (BF) EAEkE R,

26



VI. E3MEE(CET SHIEE

) PETA A=y (FHYHFIL) 2V
P 5 ERTICHRER U7 lEE 7 B 7 e 7 e b Z e L (BF) & HEFFIRNE G- L, S5 E%» 5% 90 &
T, MOBHEZRE L. 7aA_Z L (5F) #5E% L0 BRI ~EIT L, #5% 90 5
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DLE RIS T DRI HOWTIE, in vitroiRBRIZ X > T hERG EBIRICKT T 2B A FM L7-. F oSSR, £
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EIBSE B

HAR AR SR e OV B SRICHE BT 25 46 FSHD G # L XV BRI RIK, A F 0 F XNV KRN TV AR—H
—ZHT BT ARZ L (F) OMEEMZIHMI L. ZORE, KMy D7 e ga 8k (UTF
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Z DD ER Y
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B A TH D 7 aLZ N (F) OF v hERWZIBRREE RG-SR L O 28 H MKE G-
A (FOB 2 5Te), A X& Mz 14 AR 28 HMKEHEFEMRBI N —ED in vitro KW in vivo#
R AR 2 S0 L 7.

(1) BEHR 5 EMEHR ™
SR IR IR N G ERBRIT, T > MCT B A b Y —HHIEIC SO T T ERKERA A RO 0, 51 KT 100 £
(0, 224 BU* 448ug/ke) OFIRARL L, $52 AR O 14 HICHIB L7z, S E L, —Mokiemise, )
B, Mg, Mg AL Paomds, MO, (RE, S5, REHESIOMA RO FB & Lz, €0
R, WPROBHCE T BB R OEEFTLIZRD S o 1o, HEMgEIRE 2 02 COMEND,
MFEPERE, 7oA e (F) OFERKEAME (50ug/t b) O 100 fFHHYS TH -T2

() REHZRSEHHRER
Zuan_Z e (YF) o 4 BRKEFIRNESEERBRIE, 7> M7 e X M) —fEICE SO T T ERKER
RHED 0, 5.4, 13 XU 25 fF (0, 24, 56 XU 112pg/kg/H) % 1 H 1 [H 28 AMKEHIRNE L L, FIEHE
5 28 A& RO 14 HHIOEHESIHIE (FIEFE 42 %) ([ZHR Lz, E5HEP R OEEFRPIZE, BT
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1. FHENETORTIRE

T F e (BF) AR, 2023 4 6 HEE, SKE, BN

33 HETEREETED, BMANT I A RX

— BT — ) DEEE T AT=HD, PET A A— 0 7 HOZMRMEEESRKL E LTREINTWA. KE

FOWINZIBT D7 m a2 el (BF) FEFHROAGRN CICHREUIRER, BIER R &S, IEHAL LR
EaRT.

E 4 KIE]

WoEd AMYViD™ (Florbetapir F'™® Injection)

e e Eli Lilly and Company

A A 20124E4 A 6 H

#l e apall

GRS Tiag 10mL, 30mL, 50mL

FEATREIR N | AR ORAKEEHE (B0S) 1238\ T, 500~1, 900MBq/mL

K 202-008

BRE ST IR

Amyvid FEHHKIX, TV oA =K (AD) K OMBOFRIZ DV TRl 4 9™ 5 s i rebE &
EETHRNBEHFICBIT S, p7InA NTT7—7 OBELZTMT 57200, o PET A A —
o T ROBERABNEERNL TH L. MBI I DR TEE, BARREL 20X
TINTHDZEEmRL, REBFERTAD OMRIREZHZE & —B L. HRIBIC X DM

BIE, B OFRABLEEREE S AD ISR T 2 ATREERNMER NN S Z L 2 BT 5. RRIZL D
R RIL, TEENZEEOT IS RTT7—IBFETDHI EE2RLTND. HFRFE
FHRRA S, AD BEICBVWTHIOEDT Iu,f AT —IRRALND Z EARENTD
20, MOMEOMRANEBEZ AT 2 BE BB ES EX 2mhE TH o560
5. Amyvid FHHRIE, MoOBZEREHMEZ MBI T 500 Th 5.

MIEXR O &

Amyvid OHELERE 581 370MBq (10mCi),
PLTFIZ L CHIRN ~ SO E R 55 5.

T5.

- B ER AT PR E S ORI A B2 L
ALz L.

< Amyvid IR E SA TV S ELD BT B E ATV, R OMERZ21T 5 =

B HRNCEY e F— X%y U T L —F — R L CREREHR T L.

s BT =T NA~OREEFNRIZMZ A2, BOWEHERAOL T —7 v (BX% 1.5 AT
DIF) 2ALTHENTLZZE. EWIT—T VTl Amyvid SRET 5 AEEER S 5.
Amyvid OFFER 30~50 4y DRI, 10 4y 0> PET Bt DU ZBItET 5 2 & BEITRT
2720, /NREE TR PET 7 A T ORBOHFNIL B X ) If@EE AbEsd. B0z
%ﬂ@#étbt T =7 XTZEOMBE L 2 ECHARET 256 bH 5. BBRITH#ERT

X, BEMIEAZER L, transaxial O 7 /LA X 2~3mm & 5.

WERERE L LTk K50ug THY, HBikE% 10mL
RN A~ORG5%, BEABARER T 7y v =

MR PR RN, B L TWGEI3ME

MALHE L
s,

u&om%

BIREIZOWTIE, AAROEABEFHETHD MHE BRIV T 370MBg/1~9mL/ A Tv ] &
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WR5e44 AMYViD™ (Florbetapir (*®F) Solution for Injection)

ey Eli Lilly and Company

KRR 201341 H 14 A

GET Ta BERZIBWT, 1234 74720 800~1, 200MBq, & %\ i 1, 900~28, 500MBq
TR | BUERFICR T, 800MBa/mL, # 5\ T 1, 900MBq/ml

ZHRESTI R | RERMIIZWAICOAER SN S, Anyvid 1, AD R UMLOFIRIZ DWW TRkl &2 29~ 5 3R

SRR EA T TARARZICBITAT InA, NS5 — 7 OBEOFMAE AN E T 5,
D PET A A= VHOBEEESR L TH 5. Anyvid 1E, BRI & e THETT5 2 8.
BBgIZ L AR, BAMREL 20X IIb TN THHZ Ea2RmL, AD OB &I

—E L7,

JIER O E | Amyvid OHELERE 5813, KT T0kg DREAIZRT L 370MBq TH Y, #MIEEIT 1~10mL ThH 5.

BSERNC, Anyvid OFUREEZ F—XF% v U 7L —Z —TET A Z &.

ErRN ~ER A B 5%, 9mg/nml (0.9%) OEBBEK T7 7 v 295, Anyvid DT —
TNSOWFEEFNRICT D720, HHEICHWD T =T VEE LD (BX% 4em LLT)
AT L.

Amyvid OFFER 30~50 3 DI, 10 53D PET EGOIE A LGS 5. BEITELIC 7
D, NEEETINA PET B 2 7 ORBFOHINIL D X ) I EE ALY D. OB X %4l
B2, T—7IZFOMEY 72 FIECHEHAEET 2550 H 5. B EMER T

R IES )i L, transaxial O 7 A4 XX 2~3mm &5 5.

Pk
i

A}
e HL

L7

AN M OV REIR FEIC DWW TCIE, BAOEBHIETH S [HE HIFIZIBW T 370MBq/1~9nmL/ /XA 7L ] &
5.

BHZE T HBRRZIEFR

(W IEwmE~DIRE5IZET 5BIMER

9.5 4HiE

PRI SUTIENR LTV 2 FIREMED & D e tEITid, 2T E DA SR MEDRS IR £ 5 AFl4E 2 EEID LS D
AEICDBEET D L,

9.6 =ELIE

W O RMER OCRARBOARMELEE L, RO UTT L2252 &, BET 25813
AR OERNEREZ B L, 5% 24 B3R A LTS5 L OWES 52 &,

>K[E : Pregnancy

Risk Summary

There are no available data on Amyvid use in pregnant women to evaluate for a drug—associated
risk of major birth defects, miscarriage or adverse maternal or fetal outcomes. Animal
reproduction studies have not been conducted with Amyvid to evaluate its effect on female
reproduction and embryo—fetal development. All radiopharmaceuticals, including Amyvid, have a
potential to cause fetal harm depending on the stage of fetal development and the magnitude of
the radiopharmaceutical dose. If considering Amyvid administration to a pregnant woman, inform
the patient about the potential for adverse pregnancy outcomes based on the radiation dose
from the drug and the gestational timing of exposure

The background risk of major birth defects and miscarriage for the indicated population is
unknown. All pregnancies have a background risk of adverse outcomes. The background risk in
the U.S. general population of major birth defects is 2-4% and of miscarriage is 15-20% of

clinically recognized pregnancies.
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Lactation
Risk Summary
There are no data on the presence of Florbetapir F 18 Injection in human milk, the effects on
the breastfed infant, or the effects of Florbetapir F 18 Injection on milk production. Lactation
studies have not been conducted in animals. Exposure of Amyvid to a breastfed infant can be
minimized by temporary discontinuation of breastfeeding [see Clinical Considerations]. The
developmental and health benefits of breastfeeding should be considered along with the mother’ s
clinical need for Amyvid and any potential adverse effects on the breastfed child from Amyvid
or from the underlying maternal condition
Clinical Considerations
To decrease radiation exposure to the breastfed infant, advise a lactating woman to pump and
discard breast milk for 24 hours (>10 half-lives of radioactive decay for the F 18 isotope)
following administration of Amyvid.

KEWRAF S REVISED @ 5/2020

: Women of childbearing potential

When an administration of radiopharmaceuticals to a woman of childbearing potential is intended
it is important to determine whether or not she is pregnant. Any woman who has missed a period
should be assumed to be pregnant until proven otherwise. If in doubt about her potential
pregnancy (if the woman has missed a period, if the period is very irregular, etc.), alternative
techniques not using ionising radiation (if there are any) should be offered to the patient
Pregnancy
Radionuclide procedures carried out on pregnant women also involve radiation dose to the foetus.
Only essential investigations should therefore be carried out during pregnancy, when the likely
benefit far exceeds the risk incurred by the mother and foetus
No studies have been conducted in pregnant women. No animal studies have been conducted to
investigate the reproductive effects of florbetapir (*F).
Breast—feeding
It is not known whether florbetapir (*®F) is excreted in human milk during breast-feeding
Before administering radiopharmaceuticals to a mother who is breast-feeding consideration
should be given to the possibility of delaying the administration of radionuclide until the
mother has ceased breast-feeding, and to what 1is the most appropriate choice of
radiopharmaceuticals, bearing in mind the secretion of activity in breast milk. If the
administration is considered necessary, breast-feeding should be interrupted for 24 hours and
the expressed feeds discarded.
Close contact with infants should be restricted during the initial 24 hours following injection
RN RAFSCE DATE OF REVISION OF THE TEXT : NO

Q) INERE~DEBEICEHT HBIVER

9.7 INRZE
NREE TG & LT BRRRRBRIT M L TV 72u,

K

: Pediatric Use

Amyvid is not indicated for use in pediatric patients. KEFRATSCE REVISED : 5/2020

J2[F : Paediatric population

There is no relevant use of Amyvid in the paediatric population
PR WS SC#E DATE OF REVISION OF THE TEXT : NO
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