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EAER

—. BIFARR

% & W/~ 5] Roche Diagnostics GmbH

—. HIFAERR

Sandhofer Strasse 116, 68305 Mannheim, Germany

=, ErEil
Sandhofer Strasse 116, 68305 Mannheim, Germany



DR PR

—. PRtk

(—) = de TRLA MRS

M: A HEESZNMN, 1/ AREEECEZ0HK
k1 0.72 mg/mL; B B ) O 57 S o R, 2Pt me B )

R1: £#&ELEH pTau ik, 1 AR: A LHH pTau
B EdR (HRUNED) 2.5 mg/l; Tris 29> 14 mmol/L, pH
7.2, BB (R 2 e ik BR, R AR R

R2: 47ARiCEYHL Tau Futk, - 1: 47 & &M Ar it i i Tau
AR (/NE) 2.0mg/l; Tris 229 %> 14 mmol/Ls. pH 7.2;
5 R A (SRR e oA, A e A )

NG A Wl o 22 N RN

(=) =RMMAPA &

AT RSN % (CSF) F #8881k tau-181 & & #y
R

5 B EE A 1:42 (ABL-42) i #Uh M7 & (d A
FROE) BMEEER, FEMNEMELER THITFEN AD
5l A A AR B HA R A A R AR By A X (250 %)
HC o [P A LA 2 R A G TR e [ M AR R B IR T
KW EHY (PET) R AA 5%,



(2) Ffarxii

60 M3X/&, 100 MK/ &

(@) FailhihRE

WAL F R k.

= IaEKRETREA

(—) SV e R4E

KFERHOMERITEEEAE: ERE. FEE. 28
. B REEER. S8R (2 SOR BT T 3t
%) . EREERRA. M E L E.

1E#

R H A5 5 R KT 100 6y R RO AR AT
FiEF A, BTG E = FRAA AT 100 46
MAERBATHEF A, BIEFRRS R ZRESE =7 %
TE Z B B9AE R M. FEATIR N AR (8] DA KA AL AL ] B 7 vk L
BRI £ BRG] B ZALELE ) — B R AT

205 % 2

e 8 A R, A A R AR S LA T AR S L R A
R AE R SR AR

(1) BHATE WA X AR

KW R BEEANE EXED 6 AERT T HEE

X



HR, P T EAME. FEEEEXEALE. RUERATE
XK.

(2) WENG & A5

R B4 d & L2 % A # Elecsys B-Amyloid (1-42) CSF
KA & FNA Lt ED 40 thEFE AL B #HAT L ER S
FEHFS, WET pTau/Abetad2 thEH EE M. PEEEE KE
P, wMERAFEE K.

3.2 B Ry A TR K2 &R

TER, BHBREEERGITEME, KA Z AR S K
& FHA E R 04T T AL MBI 5T, A 2R E R
H 4 pg/mL, 44 R4 8 pg/mL, E &N 8 pg/mL, Z LK%
IEERHFEEK.

4.0 A o

DA R R R AR R N S FE W SMRE TR R .
B-TRRY 5% 35 A, 46 R o AR B B AT SR AT R M el o A R AR
o, DA BCR R B A o L R R e B AT B A
s 77 AT T

XTSRRI xE 2 AR AL B 28 SUR BL AT BT Tau(172-
205) amid 4T T AKX, 7 1300 pg/mL & K& E T 28 XU R
ERFEEX.



AFAEETHR, SFUT 9 M TR FHITTHE: EL
. makac BHAA. £9%. EXERET. 19gG. IgA.
IgM. E&H. ZREREYA SR E R E A8 T H R
T EERTA .,

TANEMET I, X 17 MR 254 & 15 M Rr ok 25 AT
VA . EREBETSEWRHI PR ILE W T34 Rt &
K@ .

5. % 7 B4R 2

WA Z ER AN B R EARATER R, SR
W 7R R B 34 300 po/mL B 76 8 7 IR AR

6.9 & it &

R S EAE AT R R AT R BB B SRR, X
A Z MR A ERANE R ST T &M B LA I E A 5
B A E R A &M BB A 8-120 palmL. 7 3T K B il 45 R
HHEER.

(=) PRI R

A PRI W B L R RN 277 Bl (B3 110
BIREHEAEAR, 167 GlJIMAER) , XA RRFEEE® TXH
7 B R AR A FE M, FFE A B A A oL T A 29 [
e S AR



HE AT E S R 0 SR Ok B e R AR AR
R FURE AR BEAT X S0 (T B T B B0 GE A 5. T T (E 5
EFE AN 60 lAFA (A 30 I FE AR A, 3041 AMAER) |
AR FFE G TR AR EAE A ARG AN, &
I 7 pTau/Abetad? th {1 tTau/Abetad?2 th {8 B35 4h FH P #] BT
L7 o B AR 3 R

pTau/ Abetad2 th{&: [HP>0.023, [AM<0.023

tTau / Abetad2 th{f: FHM>0.28, A <0.28

(=) BEBRAR

W A A 1 SR ARE ML R AR (AT
WL AR LR EE. FHEREN) iz it
TT RGWHR, R T ESM R T IR A RRTT .,
Hop s R EEH R KA AEF T 2~8CEAHT, 2
BB FLEF ] B SEATEDR R R, BEAFIE 2~8CHAET
Rt AR 241 H.

ﬁﬁ% e An X am i BB AR R A R B R SFF U B

=. GG #8EA
Hig AEFEEFRFRAAEMAER. REEFAFRE
EBt. WM KFEFER. LEXBAFEFRNERESER.



IEAFFE=ZER. WEER. LR KNT EERMEE
E. EREHAFMES —ER. T NEBXRFHES —E

JABARER. REEHAFHEWMER. BEEFR
REMEE —ERF) RA F B 13 Kl KR LA 5k T
I R 5

KRB EID RN G B IR EE e 1-42 (AB1-42) i
AR A & (B Lot ) BEEH, RSB Tau
ZH (181P). (pTau) 5§ B & B (1-42) (Abetad2)
W AL BEAT BT B I AR A RS (FEEITA M) . iRkt &
BIE BT & 4 B (PET) WISy R & B o & B bk
KA CFEME/PME ) 08 — 2t I R I N4 245 6] k3
N NFEA ENNERENTE A ARG EE, T
NG [ERR 14 6], B ARIRE 117 6], ok 1024, HEARKA
A WA . o PET FHM4 1154, PET JHME130 4. I KK %

RGN RET N 97.39% (92.57%,99.46%), 455 A 86.92%

(79.89%, 92.19%). I JRiX3e & 7 pTau/Abetad? th {8 5 & i
B PET it &5 R L AR 0y — bk,

TR, MRS R D m 17 5 R R R I R E

M. 7= @523 RS | E



R B E ARG RAH, 2% 6F0, EEAARK
b A AZE Rt BTN E A B RN AT A
(—) ZHIPE
A TARSME A B (CSF) # th 8k B 4t tau-181
EHEORE., AFRTEH BIRRFEEE 1-42 (AB1-42) BiF
A & (BFRKE) RNNERE SR RN EH
B, F THOFE N AD 5| AT A &n [ A5 5 oA R AN Jn AR Y
RAZIRE (250 %) , Hop [E o 0 B2 R 5 5 P
Ao IR AR A IR T R B (PET) R AH %
P
(=) R #4E
Hig AT B e (IR ) AT R, 1N e o 8 %
ENHBTEAN R (F) oMz &k 8 sk, el
A AT Bl B AU R LS B 48 e, ] B AT 4R LA A 5 B XU
PATRE T BN R KT RS 8%,
APRE M A, BFmBRRITE, ERVAS [HE=
W1 T T AT AERED

10 —



SZETHTENR

AW RIE A #H 0 F = RESNOWT RN mEN, B TR
W AT B RE (BT BREEEELA) (BHReL®
7395 ) . (AN WT A EM S EREE M EY (EXTT
WEEHELERCF485) EMRETEMENERENE, &
XTI AR 2 B E M AR BEAT R AR, BT R A e R
2. AREHER, FEIWA AT, ZIETIEM.

2025 12 A 5 H

fyfr: = @p A S



BRIRAL tau-181 EARCEWANEAE (B
WEERIGIE) WHH

(GEE Y

AR BRI tau-181 B (A i B AR )
WAE (B ROk

YW FR: Elecsys Phospho-Tau (181P) CSF

[0 ]
60 /&

[ ZR]

TEHB

R TS M NRE i (CSF) H R AL
tau-181 & FI K JE

5 BIEHFEER A 1-42 (AB1-42) ARG
WA (s ROTR) g SR 15
ZII0 = LA FH T8 0Pl AD 51 R
TG B A S5 R RO Bt (R BN 5248 (=50
%), A FE AT CSF 25 5 73 7l S B
0B UE K FF B IE B R ST BT S A
(PET) &5 HA 1.

M

BT Op-UEMAEER A (1-42) 4, Tau (G
TEAHRRALD EEHZE AD I MREMZ
o AW RIA 6 Fh Tau 737 IEAY, iX 4L
WA 17 S 4y B A JE R g, I
I HATR mRNA AT AR BT = A B
IXEEF ) Tau & ARG Tau (Tau) o
Tau & H & WLIHH S B St .
PR T Tau 70 TR IR H AV
o FEMESIBIT SRS EY, B0 RIBR
2= UM NP RCH R A 1) Tau 25
P& R g gish (NFTs) , FFE AL
R AL, Tau 25 F R 44k, FRN Phospho-
Tau (pTau) . 12

Elecsys Phospho-Tau (181P) CSF &l & 7E 45
MK CSFEHITR R IR 181 AL i) Tau & A
s B,

pTau A1 R 1

KEERT AD iR, SR ULHC X
FRZHAHEL, B4R CSF B-IEMFEER 1 (1-42)
IKF B 2 0] B KR — 3, (HAR-
£ AD Hi# 1 CSF pTau 181 /K-F 218 hn#y 2-
3 f%. 34 CSF pTau /KFibs AD &3 5 K&
B2 AD Jai 295 5 MCHEE Bk g A AD LA
T G A R IR G K. ©

CSF pTau ZEWkrEYnT H A0 MCI i
9 AD"HIRTREME, 1 H 5 CSF B-IE A B 1
(1-42) BRAfE B IR 180K

AD “EYR EWAEFH N 36 H [E 724

T (NIA D FIRR KGRI 2 (AA)
HHH AD. MCI F1 AD I R B HIBFSE 2
Wrbs e HT LR . X bR R E AD
i R B BRI R A AE IR S i B R 1) —
. 8O HME RS T/EH 2 (IWG 2) FrifE
HIEH CSF AWt EEk PET W& 7%
P AD B3 WIERRIM, ANAZRME S
(CHMP) KA[ T ¥ 2Kk T1E AD Hff 5t i
FAEMIbr YR E R R ATARZEHE AD
Y I A 1 36 ) T T W . 1012

[KRRERE]

JenFE R ER o AT ). 18 43

- LIRIEE : S0 uL FEA, AEPR AT 5
ARG 181 v Tl R A A e 7 P B T B T A
(11H5VD) 557544 %Ll Tau-f5 57
PEBATEREHIR (PCLC6) S N JE il —Ff S0
TE5.

-5 2 A I NESRE RS A 2 IR
&, ZRAVBEEAEYER SHERES RN
HAERSREHLE S

B SR R N B, 38 I R A
PR GORE T B AE F AR TH . AR ST 4561
Wy ProCell/ProCell M 25, Z8 LA
Pl—E ML, Rk HiEd
LA I BRI R B

S8 3 5 A 1 2R 43 BRI 45 5L, 1% e b ih 28
FEB AR ) 2 AUE PR AT A TG
Bl HL P2 TS RS I e A il 2 2R T

a) —IKMEREET (Ru(bpy)?)

[ E=ZEARS]

B- TR

ZAAF R AR IEA pTaus.

M BB BE B R A R ORI G
#) . 1M, 65mL: WHEEEES
FKHIMORE 0.72 mg/mL; By fE 7 CH
Jk SRR IRRER] ,  FRALEE D

Rl AWz mdt pTau Hiik kA
), 13, 6.5 mL: EMERIbHT
pTau 5.5 & HUAR CHRIDKR D 25
mg/L; Tris? 2> 14 mmol/L,
pH 7.2 BifE 70 CH 2k S5 g 1 ik
P, FEutbmEmd) .

R2 47 fpd 4T Tau Puik (B @A
%), 1, 6.5 mL: 5TE&Whnd
Mt Tau BwwBESIA MR 20
mg/L; Tris 224> 14 mmol/L, pH
7.2; BiEEF AR ROk, 2
MERERRD



b) = CGEREL &R Hk
AN EIE S G A A AT DL e

R
2 WA AR el A AR T
REKYRCRERHE)

-T7 5 07357044190 %' K4 7= CalSet
Phospho-Tau (181P), #it& 4 1.0 mL, /i
iIEéﬁﬁ
- & % 07357052190 , % K 4 7
PreciControl Phospho-Tau (181P), #it% 6 x
1.0mL, VEMIUESGRS:

%5 63.614.625, — XA FH G IR K
24, Sarstedt (HTU4E CSF) » JEMFUE
RS
- 30 FH SR = R A%

-cobas e 7 HT1X

cobas e 411 Z MR 75 B A4 &l
B85 11662988122, —TANZZE MM ProCell,
6 %380 mL RV
%5 11662970122, ZEpHi CleanCell, 6 x
380 mL Wl &t BE
475 11930346122, jE ¥k Elecsys SysWash,
1'x500 mL Ff hn¥e i
%5 11933159001, & th 75 ¥ VI L 2%
Adapter for SysClean
$%5 11706802001, 47 HT#f AssayCup, 60 x
60 /NS M AR
4775 11706799001 ; 43 HrW 3k AssayTip, 30
x120 M3k
$%5 11800507001, 3% £ Clean-Liner

cobas e 601 7 M A Al 75 B A4 %l

%5 04880340190, =A% ZE M ProCell
M, 2 x2L RGHER

7504880293190, ZZ{1ifk CleanCell M, 2
x 2L S hiE PR

%5 03023141001, PC/CC # PCICC-Cups,
12 >, H TR A AT T S TR g bl
ProCell Il M #1237 CleanCell M

- % 5 03005712190, ik FLAF IE UE W
ProbeWash M, 12 x70 mk,- J Tigf74& 1k
R 1) B 49 B e i A

475 03004899190, - J&¥Lif PreClean M, 5
* 600 mL il e i

-1% 512102137001 , 43 BT W 3k 143 BT AR
AssayTip/AssayCup, 48 %E>84 43 AR Ek 4T
WSk, PRIAE

45 03023150001, &4 WasteLiner, %
YRS

575 03027651001, Wl & it 175 e v i T %
SysClean Adapter M

AR AT TR B A

B %5, 11298500316, i ISE Cleaning
Solution/Elecsys SysClean, 5100 mL &4t
Vel

(R RAERH]

2~8CIR1E, AXIH2441H.

ArEHI: bR

KAH - MTM

A AR

R H AP Elecsys i, LABALRAE FH AT

H 3RS R T fekize 0 vl
Fa g 1k -

KT 2o | TPV
Fefae
FEEH, 2~8T 8 J#
Ak 28 K
[ER1EE)
cobas e 411, cobas e 601
[FEAZER]
FEASREE T &

Hee R AN (PP FPRHELF) CSF R
LEFRFEE . NEAMMHIEE .. BRI
(PS) BYAT AT Al A R i) ol 1) R £ IR A
o

W pTau/Abetad2 LA T -5 Friefit cut-off
H—d ], iG%R B IEMmFEEN 142
(AB1-42) RSN & CEALZE R
%) (Elecsys B-Amyloid (1-42) CSF 1) i
B (555 08821909190) )« A K S A1l
%”#mﬁ?ﬁﬁﬁ CSF FFEA KA A S /07970
PrAbPERE P AT #5450 pTau/Abetad2 Lt
TEANE A5 FH B4 AL cut-off AR,

CSF FEAMIFaENE: -15~<25C IFaE (17
8 Jil (—IRURRIEIN) ;0 2~8 R W2 & fRAF
14 %; 20~25 € i@ RmF 5 K.
12715 FH OB ] WS40 € i . CSF REAS .

B UTE FIRE A KM AT 5 AU A B O kb3

‘ﬁ)]%ﬁﬂﬂ PR IFEAS
IINE RSP RS E TR AS R B 4%
BAH ﬁﬂ% .

REIUHT, TERORFEA . BRI % it 1
£20~25<€,
5 L& B RTBEFI AR RN, FE 7 M AR ORRAR

13




SEARBN B i SLAE 2 /NI A 23 AT 7
WARAMER, 1555 N A7

[R5 7]
oAb B

ZRAA G NS R BLAA &, W
FHAEH .

IR 75 L BTSSRI Ik AH B (R
E AL
ol
NSEI AR I RS, IR R
RAMALIARAR T o FESH I AN
EAETF W - BRI B .
A5 23 B A B B ORI gE AT B
1 I ) S A 1 B R AR 24
TERFRRIG DL, AT TG B 3 I Y
5 B, 5N ISR F I 15 AL 80T
FF 5.
cobas e 601 7 #T4%: LA ProCell M ¥
o
A RORF P 2K 20C A, FHRE
TE AR (20°C) N o BES 7 AR Mk
RGLAE E BT R R K
SEPR
WIPRNE: %073 TR 2 — Fhod il E R oy
Hr CAAA) 4axtE =AY i Tau
(172-205) [pThri81]Etfu . & brifiE /& 2k
THREN pTau ZHEY 5, " IHZE NISTH
FEWRZ 2 bR

A~ Elecsys {73 ARG A S b CRs 7= 1
ERME B R TEAGAR . TG 1 2 b
th 2238 A A RE AR S, DLEH T
HBEAT W (1) 53 A o
EBHIFE

AR TR A FTR AT e bs CRIBTR
TGRS B G AT 24 /N .

SE has [ oy AT A A S 06 5 P2 52 140 8 b SR 1AF 1717
K. DITHE DU U AT e A

it R 51k 4 B R

FES A A FH F—it 8 7 RG

R FFE: s ks
gt

J7 & % i & Fl PreciControl* Phospho-Tau
(181P).

e U0 T R B BB b A AT T A
B P B A% D DR 24 /NI 430
R — 1K

T AR S R DR A A U ) T RO 5
TREFE VT EEZ FIRAETE R N o B T 75 & i
it ) PreciControl Phospho-Tau (181P)#[ 3t [
A, R I TR EERAORAR XS T SR 1) R S

RMETE £10%VEHE A, HIaFEEE CVS 10%

~ 14—

HEKBIRZELE £265%EE N (TE= | W
fir |+ 1L.65*CV) o P R i
Bt

X TR AN BRI QC s B AN I
EFMTara: ik 42 0 & v
AR R EAME R, ZF M E
navifyportal.roche.com 3RH¢. F& 17 H A A A
MEEZ A, ZFMIEMERET (ki)
WA A QC di it & fm KB iR E R R
FEFCVFIE LA

TSR A > T2 56 = 1) AR ER R A IS A 1 5
PG BR AR . FTAHE R R FRAE A
U B ER R e PR AL, A S 2 SR R
JOE 2 IE e o

iR 47 ) I 08 5 FH PR IR I AT 2 4 g
0n SR 75 N A A SRR A

itE

ST B BT AR B FEA R TR,
LA pg/mb

QRS LSiTED |
PET —3 1K) cut-off &
FEWFTE RD002842 R 5T T T AT AL BEAR 7
RS A 25 Wi A %F T By il 43 1) pTau, #1
Abetad?2 7K . pTau (EANSZ i &b
HOFE R R W 7 v RRAS R, X T
Abetad2, WLELE|] [ Fl 73 B AL EEFE 7 ADAG
TEE RGEER
R 5% 3] 1) 22 S B AR o — AR bR 9
] Abetad2 1 pTau/Abetad2 f] cutoff {H (i
2% I N SCA Elecsys B-Amyloid (1-42) CSF I
Kl £55 08821909190 1t I+ . HER,
EI%f pTau/Abetad?2 LA AL cut-off (E N FE
¥ Elecsys p-Amyloid (1-42) CSF 1 6l 3%
B 5 (555 08821909190) [k A K4 Al
il 852 TR I 1) T 50 AT AL B P B A R

PET —BUMERHATAE cut-off (H U1 T JR:

U pTau/Abetad2 LhfE*> 0.023 == &l
SERNPBAPE.

U tTau/Abetad2 LLfE*< 0.023 == fuilll
S5 R NI

*fE5 0.023 X HUHT, iZHUEM MY & T2
NG AL BRI — R o T ik
7 EH Ve ], R BA R R

1R Abetad2 < 150 pg/mL. Abetad2 > 2500
pg/ml.. pTau > 120 pg/mL . pTau < 8
pg/mL, %8 N Bz B A N I E e A PR
16, JEMTHELUA.

RS T5E R PR 4]
Elecsys Phospho- Tau (181P) CSF #ill /&



F A RA2 Wi VAR R B T B

«  Elecsys Phospho-Tau (181P) CSF 5
Elecsys p-Amyloid (1-42) CSF 11 ELfg 45 HBH
PEABEH T #0112 AD S Al A S fEs .

«  MiAHIE Elecsys-Phospho- Tau (181P)
CSF farill T WG T R 1) 22 4 AT 3%
.

o IEPRIRER AT I 5 Mg A R s
RS 250 FH % B I B D R i R kAT
PEREIAIE, (2 TR LI 28 & AT VRN

[P R EReHEIR]

KRR RETR AR

ST ACAR R MV BE B 10 R e

N SE0 Z IR0 45 R AT REAS [

FEE R

R4 CLSI CIFRAI LIS =AM HE =) 7
% (EP05-A3) , fiiff Elecsysidill. FEARI
ARSI E R R 2 %, REEPATIN
E 2%, LRI K (n=84) . AW
GER.

cobas e 601 43K ix

HEME R A

FEA F¥IME | SD CV -|-sDh cVv
pg/mL | pg/mlk. | % pg/mL | %

A CSF 59.0 0.626 11 1.35 2.3
5

A CSF 951 0.931 1.0 2.09 2.2
6

N CSF 107 1.27 1.2 2.38 2.2
7

PC 14.6 0.171 1.2 0.249 1.7
pTau 1

PC 49.7 0.372 0.7 0.945 1.9
pTau 2

airRe i

AT NG tau-181 AR 1A e BE KT
Stk RILL RS X

cobas e 411 43 HA%

HEME T

REA F¥{E | SD CV | sD cv
pg/mL | pg/mL | % pg/mL | %

AN'CSF 15.6 0.262 1.7 0.400 2.6
1

SR N For Ik F T XM
pg/mL {63
%
Tau(172-205) 1300 0.9
amid
FRifl-FIRE R

D T LA PO 490 Jo A0 28 6 A0 1 e P
AN & 2R AE P B FEE Y TRl A PR T3 ot
WEESWAR

A CSF 20.5 0.371 1.8 0.662 3.2
2

ANCSF | 268 0294 | 1.1 | 0410 | 15
3

ANCSF | 311 0322 | 1.0 | 0479 | 15
4

ANCSF | 57.8 0851 | 15 1.61 2.8
5

A CSF 92.2 0.954 1.0 1.83 2.0
6

A CSF 104 0.982 0.9 2.07 2.0
7

PR TR

wED MR

JHAL R < 0.51 pmol/L; B¢ < 0.03
mg/dL

JiiEARE S < 0.0031 mmol/L 5{<< 5
mg/dL

JE Wi FL71 < 10 mg/dL

EsY/EN <4912 nmol/L 5{<X 1200
ng/mL

2% KR 1 < 4 1U/mL

IgG < 0.02 g/dL

IgA < 0.002 g/dL

IgM < 0.0005 g/dL.

HEH < 0.05 gldL

PC© 129 0.143 1.1 0.215 1.7
pTau.l
PC 45.9 0.517 1.1 0.777 1.7
pTau 2
¢) PC =PreciControl
cobas e 601 73 Hr %
A M e A %

FEA “F¥1{E | SD CV | sb cVv
pg/mL | pg/mL | % | pg/mL | %

ANCSF | 164 0.258 |16 | 0327 | 2.0
1

ACSF | 219 0359 | 1.6 | 0539 | 25
2

A CSF 27.9 0.306 11 0.478 1.7
3

A.CSF 32.1 0.358 1.1 0.502 1.6
4

W< 25 pg/mL B, [AIWCRERIIGTE £ 3
po/mL HIVEE Py, > 25 pg/ml i), [Hik
RAEYIIAE 10 %I TEEA .

pTau ¥ << 300 pg/mL I I8 = 75 B A IR R
2

PRARNE 17 Fi 2903 TR . AR R BIX
Rl 25 A T

25
254 DR mg/L
Xt LR 156

15—



2 A mg/L
L e R 150
LR AK IR 30
R PIAREN 75
PR MR 92.5
LT 750
EN{EES 1.8
ZIHER 18
H& 1100 IU/L
&5 219
e 0.06
ez 7.5
HItZME+15 22.5

HH i e 123
R 107
FAEF 48
2 60

FIWrbrdE: W< 25 pg/mL B, [FICRTE
FIa61E£3 pg/mL REHIN, > 25 pg/mL
I, ARG TE£10 %HIVER Y .

PEANEMR T FF1 15 MUARFER 2. R K IN
XSS RA T

YR

2% AR E mg/L
BalFEARAh YT 0.75
A% 0.3
s 0.039
EZ L Six 30
At 0.192
R FER M 6.9
I 3 2 15.9
0= A 250
A AR 1.13
AT A 0.246
NIl 0.117
L 12
FAEIS IR 1.5
FIHT I 8 45
SEARAYT 1.68

FIWTFRAE: W< 25 pg/mL I, [RlUsRALE
WIHAE£3 po/mL TEEIN, #REES 25 pg/mL
i, [EISCRIEWIUR{EE10 %PE R K .

& CLSI #5575 EPO7 Al EP37 LA K Hifth 22k
FToCERP A BRI E Y T BH
X EHEFL I 2 AR B AR FH R 4 0

TER D BE I R B3 M e BuA
IR A 2R BUET IR =i B T Bk 2 s
TZER . & M SR BT AR s R 2R

16—

EY
TENBIREE, LA A BRI, IR
AR LI R R S 2 VR 5.

FRAE AV

N ETEH

8-120 pg/mL (i3t & & R A = 52 b i 28 1
BAAETE) o KT EERIEHRE < 8
pg/mL . & T I = v R AE R o> 120
pg/mL.

WEE TR

AR A H PR E 2R

AR = 4 pg/mL

& H R = 8 pg/mL

7€ 2[R = 8 pg/mL

%M CLSI (R A SELS = hrifE o) EP17-
A2 [FJERIE 25 R, R H PR A B PR .
T I AS I A BSE R B A S T RE AR,
A n= 60 AR, IXELMEMIZ 95 H A
PN AR RS T rE AR ik &
KT R BEE N 95 %.

A% PR AR B 2 1 B DA R AR IR BE AR AR R b
FERM 58 o Ko H BRAH > T m A W H SR 1 B
R MR (BUEE 95%I1 m REtEm T2
HBR) .

S PR TR R TR BE R R A e
rh RS 25 FE CV {1 <<20%T % N (9K B A
s R PR

REANSLIG % N TSR (A T &% B A AT
(1038 1

W IE R YE RE B s 24 5 Elecsys
Phospho- Tau (181P)<CSF # Wl ( #% 5
08846693190 [« V2 R A /& B AH 5% 1Y
Elecsys Phospho-Tau (181P) CSF #&:ill] (%5
073570361900 V1 A4 . FE—LiHNHTT
RS0 (N = 129) , MR
Pearson #H ¢ R %N 0.999.

S5iemreE A PET MR I —Bi ik

7E—T53E T BioFINDER BAZIREASf Bl Bt
7% (Roche HF7T RD002145). 1 iffh 15
PET Lot 2 B — 20t . M FE A NREE
F5 277 44 HAG A7 CSE BEAFTPET $3iti4h
R EAFGEIR (MCS) #3 (PET /niE
7. [18F-FEMmY) . 277 LT,
120 % B A AEEMIN AR (SCD) , 153
Y HBELE MCL, 4 BEERIEHER. &
FHWER N T0R (JEEI59-80 %) , Ltk
15 B LU 4 5N 42%/58%, ApoE4 #E:
T ARSI EL IR 45%/54% . Elecsys
bREWIELL KT AL R (1.48*H i 54
SR Z) W R: pTau, 20.0 (9.4) pg/mL;



Abetad2, 1048 (593) pg/mL. 1 3 #%2id
DI A B 15 B 3 e 37 b s B R AR AR
PET A5 R, FHEH 2R 7 R4 BIHR
PR REVEECIPE, A5 3] 11041 (40%)
FHAEAT 167 151 (60%) B EIERFEE 1 PET
B HTUEmPEE T PET AL s B 2
Abetad2, pTau/Abetad2 F1tTau/Abetad2 Lb{E
i cut-off {Ei.

Elecsys CSF i) S5iEmFrEE I PET #5
TS E W

62 [%]
(95% CI)
FRERT &2 90.9 (83.9, 95.6)
(PPA, “REUE™)
A5 2 89.2 (83.5, 93.5)
(NPA, “Hr5E)
HAEE 89.9 (85.7, 93.2)
Y100 i e e e e e e == =~
ol s
80— |
B0 — ':
40 4
1
20 :
0 :
I I I l l l
100 B0 B0 40 20 0

—

K. pTau/Abetad2 tLIE S5HEM LR PET 45 51152
REBRERHE L . = MR IR cut-off (ALK
PPA F1'NPA; AUC: 94.4% (91.5%, 97.3%) .
x: “NPA CREmtE) (%)

y: PPA CREE) (%)

BN IERET

FESENIGR (Compass Study) ff5% (Roche
W5t RDO05711) HiFfli 1 5 PET L5 32
M —8k . A RURFEBIECN 245 5] 1 245
ZEEY, 14 ZEEFE FENN IR
(SCD) , 117 4 HFHAFAE MCI, 102 4 &
BAAEIR, 12 %8R WA S0 R ps 2
M, B FER N 664 % (SEHl 50-80
) .

Elecsys CSF &) SIEMFEE T PET M3
BRI AR

A %] (95%Cl) |

pTau/Abeta42
PPA 97.39
(92.57 99.46)
NPA 86.92
(79.89 92.19)

[EEFHm]

EBEMEEEM

AV BN 53 TR W . Db 08
B A S0 = A B3 B 0

AE YL B AE W IR 5740«

BeE s W IR IR IR A fE MR
ATREEE . F BRI SEI6 = P s FHAR P AL B
I3 -

B fa

EAGFTA R E S R S BV, DA E
AR T E T

Tl N\ 53 R BESRIRAT 2 A R

HRHE 1272/2008 5 ZA5I(EC), SR+ Fr &
D% a3

<&

gt

H317 A] R S8 R R N

FHiBH -

P261 BEG N R 5 BAE s

P272 2 e i EAE R A 7 H AR
Yy,

P280 W 5.

MR E

i

P333+ WR A R s B % . SR =T

P313 iz,

P362+ it e i e A IR, 3 B JE T AT

P364 HH

AhE

P501 Bt 9 B W1 75 215 B JEAE T R )
AERT A HE

P2 ) 2 AR RS R GHS 18 35

e

BERHE: PrAEZ: +49-621-7590

G Bl A BRI S SRR (FEAR AR AN

) PRI

BT MREZEE, BS W OHKH P e

FAECERVE M AHRAE Yo BH B AT BT A 26 7R

PIE B (& T IRATEE D)

IG5 BE 5 AR A s CRg BRI b D) BN



TR BERT,  DAbRIC 32t Ay RO
g LA NS 17 el 119 P S 22 s i V2
o

1% B SR AR ™ AR AR 2
XS M P A AR i £ s 0 R ) 2
ISP

77 A PR AR H R LA i AR H
PRE, 77 A RO HA JEUR f R DR A
I TRIRPRE s 10 7 b SR YT 2 P gt
b 277 I PR JEURE U AR TR R B S HLE 1Y
P CLAE P2 H A RO — 8 S 1 R A0

[FR R R ]

BR 7 1SO 15223-1 Frifkrh #1 th i S e 4575
Fr&4h, Roche Diagnostics it % F 355
Az

|

R wilFas Wi
AL R AR BT U %
Rl

B

—> EHEHE
SERER 5T H AR
[Z%308R)

1 Ighal K, Liu F, Gong CX. Tau and
neurodegenerative disease: the story so far. Nat Rev
Neurol. 2016;12:15-27.

2 Wang Y, Mandelkow E. Tau in physiologyand
pathology. Nat Rev Neurosci. 2016;17:22-35.

3 Mattsson N, Zetterberg H, Hansson O, et al. CSF
biomarkers and incipient Alzheimer disease in patients
with mild  cognitive< - impairment.  JAMA.
2009;302(4):385-393.

4 Hampel H, Blennow-K. CSF tau and p-amyloid as
biomarkers for mild cognitive impairment. Dialogues
Clin Neurosci..2004;6(4):379-390.

5 Blom ES; Giedraitis'V, Zetterberg H, et al. Rapid
progression-from. mild cognitive impairment to
Alzheimer's disease in subjects with elevated levels of
tau.-~in " cerebrospinal  fluid and the APOE
epsilon4/epsilon4 genotype. Dement Geriatr Cogn
Disord. 2009;27(5):458-464.

6’ .Snider BJ, Fagan AM, Roe C, et al. Cerebrospinal
fluid biomarkers and rate of cognitive decline-in' very
mild dementia of the Alzheimer type. Arch”Neurol.
2009;66(5):638-645.

7 Andreasen N, Vanmechelen E, VVanderstichele H,
et al. Cerebrospinal fluid levels of total-tau, phospho-tau
and A beta 42 predicts development of Alzheimer's
disease in patients with mild cognitive impairment. Acta
Neurol Scand Suppl. 2003;179:47-51.

8 Jack CR Jr, Albert MS, Knopman DS, et al.
Introduction to the recommendations from the National
Institute on Aging-Alzheimer's Association workgroups
on  diagnostic  guidelines  for  Alzheimer's
disease.Alzheimers:Dement. 2011;7(3):257-262.

9 Albert-MS, DeKosky ST, Dickson D, et al. The
diagnosis: of ~mild cognitive impairment due to
Alzheimer's disease: recommendations from - the

- 18 —

National Institute on Aging-Alzheimer's ‘Association
workgroups on diagnostic guidelines for Alzheimer's
disease. Alzheimers Dement. 2011;7:270-279.

10 Dubois B, Feldman HH; ‘Jacova‘ C, et al.
Advancing research diagnostic: criteria_for-Alzheimer's
disease: the IWG-2 _criteria. ‘Lancet Neurol.
2014;13:614-629.

11 EMA/CHMP/SAWP/893622/2011; Committee
for Medicinal Products for Human Use (CHMP) ; 17
November 2011; Qualification opinion of Alzheimer’s
disease novel methodologies/biomarkers for the use of
CSF_AB 1-42 and t-tau signature and/or PET-amyloid
imaging (positive/ negative) as a biomarkers for
enrichment, for use in regulatory clinical trials — in mild
and moderate of Alzheimer's.

12/ EMA/CHMP/539931/2014 2; Committee  for
Medicinal Products for Human Use (CHMP); 28
January 2016; Draft guideline on the « clinical
investigation of medicines for the . treatment of
Alzheimer’s disease and other dementias.

13 http://www.adni-info.org/

14  http://biofinder.se/the_biofinder_study group/

(E-ZNEISY |
M AE PR 7R B RiZ2 WA 7] Roche
Diagnaostics GmbH

¥ B« Sandhofer Strasse 116, 68305
Mannheim, Germany

A 77 b bk . Sandhofer Strasse 116, 68305
Mannheim, Germany

k207

R E e S

1 & 7

RIEEANLFR: B RSHF L) HRAF
£ B ECEE)E 5 5 X A e
3305 75 HEH_JE VAL

1 & 7 3

[y 8 RE MHIE S 5 /7= i AR E R % 5]

K BR 5k B /22 30 H A BB T B



BERAL tau-181 EAMARANEME (B
WEEFOEIE) BB

(7= a#K]

WA BERL tau-181 A% ikl
WAE CRAERIGED

YL 4 FR: Elecsys Phospho-Tau (181P) CSF

[ ]
100 WA/ &

(B AE]

FEMHB

F TS M NRE i (CSF) H I IR £k
tau-181 &5 IR .

5 BIEHFEER A 1-42 (AB1-42) TR E Bk
A E CEfLZ R Klss &, 15
ZII0 = LR FH T8 VPR AD 512 R
15 Bl H A iR R RN B RS 0 e N 32 1k (=50
%), HA AR CSF 4k 553 7l S BT
1 BH PR Ve Ry BE R OE B R B T 2
(PET) &R EA—%1k.

cobas e et I 43 A A A AT Ji 32 H AL
PR IGHIE T BT “ECLIA”.

ME

BT B-IERMAEERE (1-42) 4b, Tau (G
EEAMAKERAD EHZE AD W MRED
—o N RIA 6 M Tau 731 IR, IXLL
WA 17 St ik b R g,
I HATR mRNA A8y~ . g
XA Tau SREFONE Tau (tTaw) o
Tau & A& WS B S iR .
PR T Tau 70 F R FF R T A= i
o FEMERIT SRS Y, B RR
12> S M NIE S = R A ) Tau 82 E
MR A4 (NFTs) , FHIE AL
m AL Tau 2 H K%K, FR4 Phospho-
Tau (pTau) . ?

Elecsys Phospho- Tau (181P) CSF k&l & 7E 44
W\ CSF h 752 1R 181 Al /b Tau & A
B B,

pTau A7Is R 1

KEENGT AD IR FER, . SHER ULEC X
MRZHAHLL, HARCSF B-igftEEr (1-42)
KB 2 0 RSP R 24—, HEz-rh
£ AD H# /Y CSFE pTau 181 /K- F-£18 4 2-
3. 345 CSF pTau /K Vit AD ## 5 &
32 B2 AD S 5 T MCIEE B S AD LA
S S RGE A A FNFE IR A O, ©

CSF pTau ZEWkr EX) 0] H F KW MCI i f
N ADT (AT RENE, 1 H 5 CSF B-ye ki #E 25 H
(1-42) BRAfd N 180 R,

AD AWnbs EW A TN\ EE E 721
WEFLAT  (NIA D FRR RG2S (AA)
P H AD. MCI A1 AD Il R BT #5212
WrbsdERHT LR . XL E% FE S AD
e R BRI R AN AE B 5 1 St FE ) —
By . SOHMERPR TEH 2 (WG 2) FrifE
HWEH CSF AbrEEk PET W& Jrik
PP AD B, O FERGH, ANHZGRRRS
(CHMP) &Af T ¥ 2K T1E AD W5
FAEWhs Bk 3 iR T AR AD
FRIIR AR TB6 ) L TG W o 1112

[RRFEE]

JEnE IR o SRR [A]: 18 43

S5 LIRIEE 30 WL FEAS AR AL R
SRR 181 N Tl B A A e 7 PR 1) B T BE BT A
(1IH5VD) ‘HErE 6% dF5id i Tau-55 5
PEBATTEHUR (PCL1C6) S N JE il —Ff S o0
SEW

-2 R INNELBRE RS S 2 IR
&, ZEAVEL AR SRS RN
HAEH SRS

=B R NIRRT NI B, @ A
FHAG TR B E AR R T o RS ok &S & 1)
YiEd ProCell 1L M B&3s. 45 BN L —
EMHEE, FEEWIERE, JHEEEH
5 B 2RI B R OB R

S8 3 5 A T 2R A9 BRI 45 B, 1% € A il 2
FE I E S 2 SUEFRAT cobas link
FHORAS I 2 e A il 2R 2R T

a) =47 (Ru(bpy)?)

[EEHBH]

WA-TAEER

I &abrid N pTau.

M BB EE R A R, 1M, 6.1
mL: L HE R SR & &= IR 0.72
mg/mL ;B B CH 2 S5 e IR Ik
fiil, FEMEEEE) .

Rl AWxALMPT pTau $ifk, 1), 6.8
mL: EYZEAMPT pTau HICEERT
& CHRIINERD 2.5 mg/l; TrisDZg pf
W> 14 mmol/L, pH 7.2; B J& 7
(O S e AR, F2RILERERRD

R2  47¥ridfHL Tau Fifk, 1 i, 6.8
mL: £ EEWFRCIIPT Tau SFrEkE

~19



Puik (/NED 2.0 mg/L; Tris 2% ¢

> 14 mmol/L, pH 7.2 BiJ& 5

CFRE S R, 2L IE D
b) = CRFIE) HILTh

A5 G A AL AN AT B

ROHI Y
THZ WA R A A - AR =1
T B i GRAB AL

-B% 5 07357044190, % K477 1) CalSet
Phospho-Tau (181P), #ii% 4 <1.0 mL, ¥/
WESi

-f% 5 07357052190 , % K 4 77y
PreciControl Phospho-Tau (181P), #it&% 6+
1.0 mL, JEMIESS

475 63.614.625, — XIS FHGEE INE K
£, Sarstedt (T UKL CSF) 5 VFEMHE
T s

- 388 FH S 6 = 15 A

-cobas e 73 HT X

cobas.e 402 F cobas e 801 4 HT 4% FT 75 Mt A4
K

" %5 06908799190, = T4 % 2% i i
ProCell I M, 2x2 L RSV

« 775 04880293190, Z&fif CleanCellM,
2x 2 L S iE e

« 185 07485409001, fif M Reservoir
Cup, 8 1, HITHNZNIZZE MR ProCell
[ M 22 CleanCell M

« 1%%5 06908853190, &L PreClean Il
M, 2x2L ¥R

«  1%5.05694302001, 4>HTI L/ ATAAFT
%% Assay Tip/Assay Cup tray, 6 #1>6 & >(105
A5 LA 105 AN 7T df), 3 MR &

| 4507485425001, 5 Liquid Flow
Cleaning Cup, 2 />, FFAMIHIC LEC ££
RO f REOJE ¥t W ISE Cleaning
Solution/Elecsys SysClean

o 185 07485433001, i Bk 35 & A0
PreWash Liquid Flow Cleaning Cup, “1 1>, H
THUEBEHRIC LFC PRI AL RIVE BE ISE
Cleaning Solution/Elecsys SysClean

«  1%%5 11298500316, JEEi ISE Cleaning
Solution/Elecsys SysClean, 5 x 100 mL #%4;
BRI

Q2 LS EpE: D)
2~8'CIRAT, ARUH24 1A
AP HE AR .

20 —

RBHW: Whr%s.

ARIEAER.

R EAF O G, CAOR R AT A B SR S
AR oA 7 T o

R
K, gsee | eI
AT 16 77
LR

cobas e 801 ( cobas 8000 e 801 #/1 cobas pro e
801), cobas e 402

[FEAEKR]
PEA R EAH] %
HEe R (PP BRI LK) CSF F
EMEHEE. A EMFHEE. BRLG
(PS) BYAT AT A A4 R} ] Bl 1) SR £ IR A
W pTau/Abetad2 LEAE TIHA -5 Friefit cut-off
B, E%EE B MR 142
(AB1-42) s A R & CRALS RO
%) ' (Eleesys B-Amyloid (1-42) CSF 1) i
MRS (F% 5 08821909190) HJ ¥ A K £ Fl il
BRI CSF R AR AR AN & H 4y
FrAb PR P AT #AE, 50 pTau/Abetad2 Lt
{HANTE &8 FH AT (L 1 cut-of fAEL
CSF FEARRaE M. -15~-25°C I fa e (17
8 Jil (—IRVRRMEIS) 50 2~8 € I A2 e fRAT
14 K; 20~25 € I FaE (17 5 K.
1274 FH PRI HR o] L2 fa T i CSFREA .
A LE FIRE ARSI F A2 S A B O b B

Y1 s FAATRS LR
TN A A R 9 e R A R
EIRRERL A,

R, TEHOREEA T EFRRCOT i 2 20-25
<.

RSB R ZR RN, A BT A ERIREA
HEBRBUNLAE 2 /NI A 23 AT/ 5E
RAMER, 175 550 N 5 PR AT

(@ LowiRr) |

Zwil EE

ARG NS SR BT &, 15205
T -

IR A 7 EA P A 45 S AT cobas link
B

2l

NI EEATI LR, EEIRA U B
KON RIE T IFZH DM ARN
FRAE T M- B A E YR

A5 PRI 34T B S GloRE#EAT P B s



KA (2~8°CHhitfr) IR G B AL TR
PSS b BRI, RGREE ST
R AR AR G

SERR

RTE 10732 T R 2 — Pl S R R 4y
B (AAA) 4ax e & Atk ZE )i Tau
(172-205) [pThri81]@khz . & brififE & 2
TRRER pTauZH W, wlE s NIST &
FEPR S e il

TG Hff e 1) 2 5 A i 2 388 3ok £ FH AH B 52 AR
WEE S, DUE 37 0 E A
SEIE

B AR 0 28 HHR AT e bs - (RIS
FUEAE WA LVEM G AL 24 78
S () i P AR 5 S 56 2 ] 82 52 (R e A 96 U T
K. DUNIE DU B BT AT A s

A A Rl — 555 12 e

-TEA WA A Rl —il 628 K5
-FRYE B s e

b =cetil

Jii 4% i S PreciControl Phospho-Tau
(181P).

B U AR R B BE A S W AT T R ),
R PO RS A T B B DR 24 /N 43 il
K —I% .

T AR S R LR AR U ) A RO 5 R
TREFTE AT 2 I PRAEVE I P o B TR AT
AL ) PreciControl Phospho-Tau-(181P)# 3 [l
Ab, PG5 B R T Fe e A ) R 5t

(e + 1095 iy, IR CV< 10%

HERBIRZELE 226 5% EHEN (TE= | kW
far |+ 1.65*CV) o AL I 5T & 4% i K
L7/¢L

X T AR AN BGEAFIR QC B E MBI,
TEFM AR Guit 2% 45 Hil ) s
ARG R MEE, ZTFMEY
navifyportal.roche.com 3RHC. Bk T H Al A H
PG RZAN, ZFMEHERET (EPIRID
WA AR A QC 45 RAG B fe N SR E 7
TE SV LA

JSL AR A A SR = 1) B AR R RIS A 1R

7 ) ) B R R AEL o TP EL N E S BRAEL A

AR SRARER U BRAE - B S0 = MR U
IVERER NSy T

Jort 4 ] MR P R BURHE A 2 1 45 3

L 5 S R A O AR

T

S MACH S 5T R I AT iRk
HA7A pg/mL.

| QERE2IR D
PET —ZH: /) cut-off fE
TERFFT RD002842 HAIFFL T Pl 73 # Ab BEAR 7
A W 77 2 AN RE F BT 45 1) pTau A1
Abetad?2 7K P50 . pTau EANSZ TR &b
b S S I | I T N B A I O
Abetad2, WLELE] 7 T4 Bt Ab 3R 7 AR
T RAZES
HRAE A5 21 (1) 22 S B4 B — A= s )
() Abetad2 F1 pTau/Abetad?2 [¥] cutoff {&. (iF
2% IR SCHN Elecsys B-Amyloid (1-42).CSF 11
K £S5 08821909190 frId B 45w iE VER,
£l 5%F pTau/Abetad2 E{ESR L) cut-off (HXAE
% FH Elecsys p-Amyloid)(1-42) CSF 1 il i
B (f%'5 08821909190) [ “Ff 4% 4L I
il 87— TR IR T3 AT AL B P B A R

PET — U7 cut-off (H U1 N Fs:

a4 pTau/Abetad2 LLAE*> 0.023 = £l
S5 RPN

WR tTau/Abetad2 LL{E*< 0.023 = 4l
SERAYINE.

*#E5 0.023 XFELAET, ZHENEE AT
NSRS A0 R R — R A R
e IR L R DL AR

15 Abetad?2 < 150 pg/mlL . Abetad2 > 2500
pg/ml . pTau > 120 pg/mlL.. pTau < 8
pg/mL, ZAE N B R AE R I & Y YRR
B, JERHE A

[R5 7 iR PR 4]

Elecsys Phospho- Tau (181P) CSF #&:ll /&
HAbEPRAZ WA (04 B T Bt

Elecsys Phospho-Tau (181P) CSF &5
Elecsys B-Amyloid (1-42) CSF 11 EbAi 45 5L FH
PEABEH TH112 AD s At A ARG

i A M € Elecsys Phospho--Tau (181P)
CSF far il F T+ I V6 T v 25 () 22 4 P A R
P

e R0 AT i A 9 B MR IR L 5
WRG 250 FH L 7 B D R P B idh AT
PEREESHIE, (A EFIREAL ISR G AT TN .

(7= f ik pe stz ]
577 U
ST AP BE B 2 s
A LI EPAFH LR AT REA R
REE
MRHE CLSI Clfm PRAN S S AR AE Wh22 ) W7



% (EP05-A3) , f#H Elecsysifil. AEA! &Y MR
JREE I EAE R R R 2%, RSP Ji 5 L 77 < 10 mg/dL
2K, FEEI 21 K (n=84) <RI P < 4912 nmol/L 8¢ < 1200
4 ng/mL
cobas e 402 /1 cobas e 801 441X e R < 4 IU/mL
HEM FR LR 2 |gG <0.02 g/dL
: T ¥IfE | SD CV | sD cV
i ;Fgmﬁ ogmt 1% | pg/mL | % IgA < 0.002 g/dL
NCSF| 155 |-0161 | 1.0 | 0238 | 15 IgM < 0.0005 g/dL
1 HED < 0.05 g/dL

A CSF 20.8 0.268 13 0.441 21
2

A CSE 26.1 0.269 1.0 0.343 13
3

N CSF 30.3 0.314 1.0 0.428 1.4
4

ANCSF | 56.0 0734 | 1.3 1.02 1.8
5

A CSF 111 1.45 1.3 2.86 2.6
6

PCo 13.8 0.202 15 0.238 1.7
pTau 1
PC 474 0.524 1.1 0.717 15
pTau 2

¢) PC = PreciControl

ST R

ZATI N BERRAY tau-181 HE (1A w1 Ry
Sk e RILEL IS SR B

T X ) e I A P T X
pg/mL 4%
Tau(172-205) 1300 0.9
amid
TEEELE

Eb#5 T Elecsys Phospho-Tau (181P)# i, %%
5 08846715190 (cobase 402 73 #ri;: y) 5
Elecsys Phospho-Tau (181P) #& il , #% =
08846715190 (cobase 801 73 #11X; x) , &
B MK (pg/mL) -

M ERFE A S 127

Passing/Bablok*? AL EIl =]
y'=1.04x-0.119 y=1.04x - 0.172
T=.0.976 r=1.00

FEAHK E7E 8.34 F| 117 pg/mL 22 JA].

PR -FIMEER

TR T BLTR PR S5 RI 2G4 6 A P RE
SN o LA P B EE T FEL A IR T T ot
WELE SR -AN

FIWTFRAE: W< 25 pg/mL K, [AYsRAE
YHE(E+3 pg/mL VS P, R EE> 25 pg/mL
B, [BISCRAE WU {E 10 %IHTER N .

pTau ¥ << 300 pg/mL I J6 B AR BN
2

AT 17 Bl 253 T A . AR R I
o5 A T

w2

254 TR E mg/L
X} P 156
LT ISR 150
LB KM R 30
AR VIR 75
ORI R 52.5
SLAEPE T 750
NS 18
EZLEIS 18
[ 1100 1U/L
V&5 219
A7 R 0.06
e m 75
L H+15 225
FH Y A 123
PRI 107
H 4 48
T 60

FIWTARE: W< 25 pg/mL I, FCRLE
YIUHAE 3 pg/mL ITEE N, W > 25 pg/mL
i, BISCRAE WU E 10 %lHTE A .

BEAMEMER T R4 15 BRek 2590 KR
XRS5 R T

N PEY) 5t

e M E

[iEEaRE~ < 0.51 pmol/L B¢ < 0.03
mg/dL

MmerEE < 0.0031 mmol/L B{< 5
mg/dL

REER 29
Bty WA EE mg/L
B FE AT 0.75
SRS TR 0.3
o= o 0.039
HIRFF 30
WA 0.192

1, B




251 AR E mg/L
R FERIME 6.9
Ik 22 K 15.9
== A 250
AR 1.13
A7 R 0.246
F LI 0.117
U 12
EFLIER 1.5
FI7 45
AT 1.68

IR bRAE: W< 25 pg/mL I, [AlYRZAE
WIGH{E£3 po/mL [FYERIN, R E>25 pg/mL
i, [ IE WA E 10 %IV .
& CLSI #8555 EPO7 Al EP37 LA K HoAth 2k
FSCHR 45 BN 2T .
T AP R 2 VR FE AR T AR 5 0
R DBAE T, A0 s SR PUA .
R SR A R BT IO = JE R PR S R A
MRS S i us = H oy e wal b s A LIPS
B 2R AK -
ENCWITabR, S & BER S, IR
PRI HADIG PR TR R 5B VAN Al 45

FRAEANYE

WEEE

8-120 pg/mL Cifiid e & PR A 3 2 favith 28 1)
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