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HWE HEY: & I/ XL IR W RN 2R 8 f 7 ¥ 3025 304k (anti — drug antibody , ADA ) e 5 4B B¢
2, 9% B R 2P Ao 4k (neutralizing antibody , NAb) , 83t 47 75 ik e, ik : X EBIE LR R M E A
96 FLM IR LA A E |5 (K5 :RC18) , 5 A M A5 F 6940 RC18 4tk 45 678 m A&, iR R Am N A& 4 Z AL
#9 RC18(Biotin - RC18) \#kAk i AL B AT 044 & 5 A= % (SA - HRP) fo w9 ¥ L BR K B i #1 (TMB) 2 &,
Yk BOR )G A2 BEARAL 450 nm /630 nm ik K AL IRBOK E 5 FrBE iR S g5 R M ik R 96 FUAR TR LAk B Zm he
BER T RIGIHIFFEARE G, I A5 Biotin — RCI18 T At 4%, & B @i & BN F XIL s iF F i
K - 3RC18 4k — Biotin — RC18 = %49 £ &40 4k K Hm N\ SA — HRP #= TMB 2 & , %1k 35 J& £ B A=l _E
BB E , R X B RN R R B A B E <12.32% , RAE A 50 ng - mL7', SR ik ls R
BIMA A 0. 937, #iE s B A 23. 62% , 35 BBk o R W ik kR B R BWHEEE<20% , RHEH
312.50 ng - mL~' 4t st¥edn B an it & B T Ao 38 745 F AUk 69 NAD &0k, 3 b B 5 %) 4 0.79 #= 0. 69,
W[ fe i P RCI8 4925 Mk B4 A 2.5 25 pg - mL™' o 518 5k F e R A A X B3R S 5 R
PR 3 B ST, G Bl TR S, SR ORI ok 3 AF B W R AT AL M) S SR RIEFR R 09 B K, TN TR MR P ADA R
ADA ra b A NAb #94m) ,

KB : 2T G5 BIE R AR P AR R R BRI R R ok 55 S BRIK 2 9 R R ik

hESEE. R917 XERARIRAD: A NXEHE. 0254 - 1793(2024)02 - 0264 — 08
doi: 10. 16155/j. 0254 —1793. 2024. 02. 09

Development and validation of immunogenicity
methods for detecting telitacicept

WU Bai —yang', LIU Zhi — hao®, LIU Mei - ling’, WANG Ling”, JIANG Jing' "

(1. Binzhou Medical University, Yantai 264003, China; 2. RemeGen, Co.,Ltd., Yantai 264006, China)

Abstract Objective:To establish a bridging enzyme — linked immunosorbent assay ( ELISA) method for the de-
termination of anti — drug antibody( ADA) and a competitive ELISA method for the determination of neutralizing
antibody( NAb)in cynomolgus monkey serum, and to conduct methodological validation. Methods: The steps of
bridging ELISA method were as follows: the 96 — well plates were precoated with telitacicept( RC18) which could
combine with anti — RC18 antibody in the samples to form a complex, then were sequentially added biotinylated
RC18 (Biotin — RC18) , horseradish peroxidase conjugated streptavidin ( SA — HRP) , and tetramethylbenzidine

(TMB) substrate solution for color development. After terminating the reaction, the absorbance was read at a
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wavelength of 450 nm/630 nm on an ELISA reader. The procedures of competitive ELISA method were as follows ;
the 96 — well plates were precoated with B — cell activation factor of the TNF family (BAFF) or a proliferation in-
ducing ligand (APRIL) protein and then were added the samples which was pre — mixed with Biotin — RC18 to
form BAFF or APRIL anti — RC18 - antibody and Biotin — RC18 complex. SA — HRP and TMB substrate solution
for color development were added sequentially. After terminating the reaction, the absorbance was read at an
ELISA reader with dual wave length. Results: The precision of linear range of bridging ELISA method was less
than 12.32% , the sensitivity was 50 ng + mL ™", the critical threshold of screening was 0. 937, and the critical
threshold of confirmation was 23. 62% . The precision of the linear range of competitive ELISA method was less
than 20% , the sensitivity was 312. 50 ng - mL™", and the threshold for determining the activity of NAb against
the target BAFF and APRIL was 0. 79 and 0. 69, respectively. On BAFF and the method of research targets re-
spectively can tolerate 2.5 wg + mL ™" and 5 pg - mL ™' RCI8 in serum. Conclution; The results of method vali-
dation indicate that both bridging ELISA and competitive ELISA meet the requirements of preclinical immunoge-
nicity studies of biological products, and can be used for analysis of the concentrations of ADA and NADb in cyno-
molgus monkey serum.

Keywords : telitacicept; immunogenicity; anti — drug antibody ( ADA ) ; neutralizing antibody ( NAb) ; bridging

ELISA; competitive ELISA

B itk B 40 i ) 34 4 ( B lymphocytes timulator,
BLyS) X% B 4HMI 115 K7 (B - cell activation factor
to the TNF family, BAFF) , 5 3¥4%8 75 S HC & (A prolif-
eration inducing ligand , APRIL) [r] J& A& £ 8 [+ Bic
WG . R, RGEMELLBERAE (systemic lupus
erythematosus, SLE ) & & 1) BAFF 5 APRIL 7K 3 Jf
&, HEKF- 19 BAFF J¢ APRIL 5 SLE (83 ) 5 9%
S TG Bl R S R R B VA O IR R T RE A BAFF 5
APRIL L [A] P45 B kA0 B A7 15 3G90 oAb S
Gy, BAARVE FIPLE £ 22 5 BAFF Fil APRIL (T i
PR A OC, BAFF 5 APRIL 7 SLE &bl i
HEEEM .

FEFEYE (X5 :RCI18) LR EAWHI 25 (W E
Bt A7 BR 2~ w) B EHF R IR S SLE [ XU 7
(BAFF Fl APRIL) [ 253 BIAE W E AR 259, i BAFF
Je APRIL iy 3 [ e 44 28 48 1 0% Ae ) e B 5 i
IgG HH Fe Bl #4838 9 ) BAFF F1 APRIL
2 AR IR T3 FE ek, E— B S H B AR Y
AL, DT S BUE 55 7 BEARALIA B £
92 W AE FH o

WIFEEBRAGY S/ T AR, B
A B g% IR 2 A HILAAR S AT BE R A 5 Y
P A 5 S p A, DRI S 928 JL PR 0 BT 2 2E
Py B 25 ) i PR AT F I R PR EE N R Z —

Y25 P4k (anti — drug antibody, ADA) J& 5% iz &
250 G JEUPE Y T BEFR AR, ADA 7 AR 2 ) 2 )
i 2 A B ) o R R S R 5 b R A
( neutralizing antibody, NAb) fE & ADA #) — 4~ T
£ RO R A 338 DEUPE ATE 5 RN PE A 1 T LIS 4y, HA
il 245 9 A ) 2 1 1 B RE ), Rl o BH W 7 B A
HABAR B T I Z AR/ BLARSE & , T T30 25 9 i 1k
PRI P, 22 80T 245 2850 1 5 W) s AT AR 7D 3 B0
FEIN ] | BB e SN S R I B A8 B A i A
BB

AT 8 S 2 IR e 5 I T 2 A ) ok
T ADA T 5 4 Il I O 58 W R S T £ 8 Ak v
1) NAb, JF#EAT 2R 58 07 1624 VFAG , 0 £ 8 Ak 4
P ADA K NAb $ (ERF A4 A i
1 KAS5UEE
L1 iz

T RCI8 (#E5- 2017002,80 mg - % 7') /)
FRPT RC18 A ( FHAEXT BEPTIA, L5 M20170426)
KBV 2] (G ) By A BR2A 7 ; Biotin — RC18
(15 20180328 ) , 7 & AWyl 25 (JH 5 ) Bedn AT BR 2>
wl P2t RC18, 3 M 5% 0E A= W B e A FR A\l FRid
BAFF & 5 (it 5 2149 - BF/CF/ EFV4017091) | A-
PRIL ZE 1 ({2 5860 — AP/ TCF0917012) ,R&D Sys-
tems 7 F 5 Bk 2 R 2% v W (fit45- SLBT1007 ) | BRAR
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it AL W T B 0 BE & R R (SA - HRP, #it 5
SLBR5305V) i — 20 (4t 5 SZBE2460V ), Sigma
N kL TCOE IR £k 22 v ik ( DPBS, 41t 5 180718 ),
Biotopped /A F] ; Super block ( fit5- TD263426 ) , Thermo
Scientific 2% H]; 4 M & H & H ( BSA, it 5
20180124 ) , [E 25 L WAL A F A IR A R B AWK:
DU BRI R IS ) (TMB, it 5 180416 ) , Neogen
CorporationZ3 7] ; ¥ehii R (415 20180716) , I 5 AL 5T
T R L S e Eh R 3R (1 mol - L7
Tris — HCI, 75 YUKSX) , INAEBHEA Y H AR A R
AT A HE BRI, )RS AR ROR A R
ol
1.2 U8

SpectraMax M5 %! i £ /¢, Molecular Device 2\
A);LRH - 150F A= AL 1540, Bl —fER AU AT R
A7) s MB100 —4 A AUGLFLARTE IR 5235 4 , M BBRAY
ar A R F] ;XS205DU + 543 2 — B L - R F-, Mett-
ler Toledo 7 7] ;405LS U ¥ A #11, BioTek /A &) ; 3599
5196 FL i W AR AR , Corning A H]
2 FEFWIESHERSW
2.1 Jrikgsr
2,11 MraCHIR S e W B A I ADA Y JiE

PR TR 6 22 vh IS WHF RCI8 M BE & 1 pg -
mL ™", LAAEFL 100 wL JiA 96 FLEGFRHH, T2 ~8 C
0 L s FE AL R A B LI 0.2% it
I —20 [DPBS( DPBST) 300 L #E7FVEMR 3 %, 30
T, A Super block 250 wL %3 2 h, 53 SRR
DAL S 30 WL, A 0.3 mol + mL ™" BRI 180 wL
T L5 mL EP Erp TR fb b B, =R E 1 h, #
FFL N B PAR, B LA DPBST 300 wL 4R 3 Ik,
415 e i A A R (1 mol + mL™" Tris — HCI)
30 pL, FHEALIARRILAE B I FE S 70 pl, T2
EGE 1 h Pt 6 K, BILIMA 1.7 pg - mL™'
Biotin - RC184 % 100 pL, E{REZIFE 1 h; it 6
W, AL SA - HRP 100 wL, Hirf SA - HRP JH &
3% BSA 11 DPBST #47 1:50 000 #i %%, SR H
1 h; YAk 6 ¥, AL TMB 2 43 100 WL, 6 i
6,15 ~ 20 min; & FLIIABRERIE K (2 mol + L)
50 WLHEAT40k . FHEE R 450 nm /630 nm
KA, PR AFE
2.1.2 SEAFERIR SR E M RSN NAD e B2

F 38 PR 25 ) BAFF 8 APRIL J Bk iR £h 2% v i

HWEWHR L

VR B 400 ng - mL™" 4431 100 WL it A 96 4L
bRl 2 ~ 8 CHEE b 4 ; Uil 5 B ] A0 BR K
592,117 5 AR R f A 5 5 Biotin — RC18 L
1:1 fRFUR A (Biotin — RC18 25 [ & B A% 1l 75 43
SIEL A 1000 F12 000 ng » mL~", 435 FF BAFF
A1 APRIL $EAR 9 H R0 36 PE RN ) , AFFL100 wL, ¥k
Mz 6 ¥R, - FLIMA SA — HRP 100 pL, ' SA - HRP
FHl 3% BSA [ DPBST #E47 1:50 000 5 5%, 22 1 0%
H1lh 52 PRS2 1. 17 kM. H
fitipRA 450 nm/630 nm 7 < Kb 132 UM U B, I R
FEEC R, A A7 A6 v BTG M P A, DAL e Rz
R
2.1.3 BEREKRG

{#i ] Softmax Pro software (version 5.4) $ZH&JY
SHRGHATIA A HE, AT R 80 =1 /Y5 ] Microsoft
Office Excel (2007 ) £ 17 45 35 1EFE A< 5088 58 1153 #r
FEME FrifE2E(SD) (RSD %,
2.2 B S SR
2.2.1 M IR 2 R o9
2.2.1.1 GEgESCI I BRI 26 A5 R R
TR i 2 52 55 B {H ( sereening cut point, SCP) % ik
FEdl, B2 20T B BIAE 3 d NisqT 26 4> SCP A
Ao OAIRER AN S ER B PR3 40 A 0 S A 1 5
iR SCP R HIEMELL (S/N) B AL Wi W ABL Y T
7 (S/N = F i 52 L A% W g 384/ P M 2 1 vt
PSR AL I o 25 R W3R 1, BB R S
Pt RC18 HLiAA Iy SCP 7 0. 937 , Fdli Fe AL 5 1E
A, AT AR A 14 95% 85 IX. [a] 15 3 [ 22
{Ho 43Hrdtt SCP FIXHEUE = 25 AN 9 S/N X
BUEHIMH + 1. 645 xSD, 1. 645 4 95% [ IEAS A
FHH.
2.2.1.2 MHIESEEEE KERARET6 HEARE
AR TR A 25 LT 1 A B ) BEAE o R B %o
HRFEASKE RCIS R B 25 2 mg - mL ™ fE A UK A,
“2.2. 117 1) 26 A~ SCP BGTFEREAKE R A Fi e &2
200 pg - mL ™" AE K IF 5256 3 {8 ( confirmatory cut
point, CCP) #EAS, |y 2 &40 M 43 #E 3 d NisqT
26 /> CCP FEAS .

g5 W3 2, L RCI8 HL KK M 1 CCP Hy
23.62% il = (1 - MG IS AEA Y S/N 8/ K in
iR Y S/N {H) x 100% ; CCP = il K {H +
2.33 xSD,2.33 4 99. 9% F) TF 2553 i AL
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Tab. 1 Validation results of SCP
1g(S/N)
M 3 #1541 (analyst 1) S3HT A 2 (analyst 2)
(individual) SMHTt 1 Srprite 2 Syt 3 SrpEt 1 Syt 2 bt 3
(batch 1) (batch 2) (batch 3) (batch 1) (‘batch 2) (batch 3)
1 -0.10 -0.09 -0.10 -0.10 -0.09 -0.13
2 -0.09 -0.11 -0.11 -0.11 -0.09 -0.12
3 -0.08 -0.12 -0.20 -0.10 -0.20 -0.14
4 NA NA NA NA NA NA
5 -0.05 -0.07 -0.13 -0.07 -0.08 -0.06
6 -0.05 -0.06 -0.13 -0.06 -0.11 -0.03
7 -0.09 -0.09 -0.18 -0.12 -0.13 -0.10
8 -0.02 0.03 -0.06 -0.02 0.03 0.01
9 -0.06 -0.04 -0.15 -0.10 0. 05 -0.09
10 -0.12 -0.13 -0.20 -0.14 -0.14 -0.13
11 -0.07 -0.11 -0.24 -0.11 -0.18 -0.08
12 -0.10 -0.11 -0.21 -0.14 -0.15 -0.11
13 -0.04 -0.11 -0.18 -0.12 -0.15 -0.11
14 -0.05 -0.06 -0.15 -0.07 -0.06 -0.05
15 -0.02 -0.03 -0.17 -0.03 -0.03 -0.05
16 -0.02 -0.02 -0.09 -0.05 -0.07 -0.06
17 -0.07 -0.08 -0.15 -0.10 -0.14 -0.10
18 -0.04 -0.06 -0.20 -0.12 -0.14 -0.09
19 -0.04 -0.06 -0.18 -0.09 -0.12 -0.05
20 -0.09 -0.13 -0.24 -0.13 -0.16 -0.10
21 -0.03 -0.07 -0.21 -0.09 -0.09 -0.07
22 -0.07 -0.13 -0.24 -0.06 -0.13 -0.14
23 NA NA NA NA NA NA
24 -0.08 -0.04 -0.21 -0.10 -0.16 -0.10
25 NA NA NA NA NA NA
26 -0.06 -0.02 -0.15 -0.09 -0.02 NA
{8 (mean) -0.06 -0.07 -0.17 0.03 -0.10 -0.09
SD 0.03 0. 04 0. 05 -0.03 0. 06 0.04
lg(SCP) -0.02 -0.01 -0.09 -0.09 0.00 -0.03
lg( SCP) ¥J{# ( mean) -0.03
SCP 0.937

7 (note) : NA A8 FRAEAFFUEF 7318 (NA was not involved in the inhibition rate calculation)

2.2.1.3 RBEEAMWERKEE  REEMTERIES
56T AR AT 57 A e AL 56 FUIS B IR AR
JEE R EE AN A% 4 FhRE SR 520 . SRR 4
FRREARAL PR RSD YN 1. 2%~ 8. 1% s HL DA
2218 RSD 3 R 8. 2%~ 12. 3% ¥{KTF 20% .

2.2.1.4  BEFEE TR AT T BB I —
BER I RERG I ADA 55 251 1 45 6 128 1 7 AR B
PERIAE R . [RRE, B 5 i o 5 2 W 4 A R

“H O

FAAEBPHPESE R . BEFE 10 A RDR IR 25 5 B
T M BC & 200 ng » mL ™" BHAEHTAR A ARV FE
BRI 42 S B P ) B ity o 80% 1) AR e J32 B 12
JRAERE i 5 AR BE T R A 22 52 R A T £ 30% , 22
SRR -29. 78%~ —15.58% , H 90% 1) FH P4 %
HERE RGO 08 B PR o 2 £ A0 I 3 % B o0
ADA 5N ICH R

2.2.1.5 WZitE A BT OB RCI8
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F2 CCPIIELR
Tab. 2 Validation results of CCP

4141 2 (inhibition rate) /%

NS5 53HT A 1 (analystl ) 43 Hi 51 2 (analyst2)
(individual) SHp 1 SHpTL 2 SHpTE 3 SHpTE 1 SHHT 2 ShpTE 3
(batch 1 ) (batch 2 ) (batch 3) (batch 1) (batch 2) (batch 3)
1 1.77 6.17 -0.25 3.79 9.49 2.29
2 4.35 9.17 0.39 1.02 13.33 3.26
3 15.32 12.65 2.24 10. 67 0.79 9.61
4 NA NA NA NA NA NA
5 19. 66 14. 82 11.02 15. 40 17.73 8. 80
6 6.57 24.11 8. 49 5.71 24.68 20.91
7 5.54 19. 66 3.03 1.06 17. 50 16.23
8 4.69 16. 02 NA 2.75 21.89 10.97
9 6.11 17.25 2.56 4.29 19.73 5.15
10 1.20 4.36 -1.91 5.53 17.19 8.46
11 12.21 12.18 2.07 14. 08 12.87 25. 81
12 10.29 16.78 12. 50 5.77 13.15 18.09
13 20.92 10. 62 11.47 5.82 7.40 12. 69
14 9.78 6.69 5.09 -2.72 13.17 4.51
15 9.33 9.06 -0.88 10. 59 16.43 3.69
16 13.32 11.75 13.76 8. 00 4.04 2.67
17 9.72 10. 24 20. 86 6.70 —4.41 2.77
18 11. 11 10. 79 16. 67 0.80 -2.20 -6.20
19 3.98 2.63 14.70 2.83 17.25 2.92
20 10. 82 6.55 5.00 8.58 13.30 10. 41
21 3.65 4.71 1.62 5.72 15. 64 3.08
2 4.27 1.47 ~1.76 8.34 16. 60 0.82
23 NA NA NA NA NA NA
24 -3.03 8.63 -4.20 0.38 -12.23 NA
25 NA NA NA NA NA NA
26 -2.54 3.76 2.27 0. 990 12.42 NA
Y9{E (mean) /% 7.78 10. 44 5.67 5.48 11. 56 7.95
SD 6.16 5.75 6.91 4.50 8.96 7.57
CCP 22.14 23.85 21.76 15.96 32.44 25.59
CCP ¥J{f ( mean) 23.62

7 (note) : NA B FRIE A F1TE 3104 % ( NA was not involved in the inhibition rate calculation)

R % 50.0.,15.0.5.0.,1.50 0. 50 0. 15 pg - mL ™",
HsH 5 200 ng - mL ™" A9 BH X BEPTARSE IEAABLLL 1:
LIRGIRAE T(25 £2)C (bR 48 W F 0.5
h, VA 25 0 % 28R o 45 R 178,100 ng + mL ™!
PR BE PR B9 25 FREE A 2.5 g - mL™'

2.2.1.6  REEEE ARG 5ok R b HAE ST IA RE
i 7 £ B e 7 P e AP W B TN A R T i Y ROBLRE
Oz EEAE e g ik Se /5 o v, s B e g
M 0L R B %o BR BT A B 2 36 3 iR RANIRFE

HWEWHR L

SERLOLEE 3, RAUE H 50 ng - mL7

2.2.1.7 Hook R JHIZS £ M8 46 1l 37 K BH 1 Xt
HRBLIARARFE S 630,100 pg + mL ™' E Hook %55 5
TEREAR , Hook I A i 2801 146 IV 1% Ry BH M , 45 S /i
AMELE B I (1) Hook N o

2.2.2  SEARIR G I

2.2.2.1 SCP (47 75 LRI 1E R SCP
BSUEREAS , 1 2 240007 20 A 3 d INEB AT 47 4> SCP
BEAR, SR 4 o, 2 AEEY LIRS,
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®3 REPEWIIER (B ERERME)
Tab.3 Validation results of sensitivity ( bridging ELISA)

PPk 5 I S/N hn#ijs S/N i
( concentration of positive antibodies)/(ng » mL ") (S/N before dosing) (S/N after dosing) (inhibition rate) /%

6 400 29.529 1.228 95. 84

3200 29. 678 1. 064 96. 41

1 600 29.948 0.981 96. 72

800 27.929 0.948 96. 61

400 19. 442 0. 940 95.17

200 10. 458 0. 883 91.56

100 5.974 0. 890 85.10

50 3.634 0.912 74.90

SCP =S/N ¥{f —3.09 xSD,3.09 % 99.9% fJ1E  APRIL #1515 NAb {934 52 B4 SCP 43 5% 0. 79
A I A, 8 50 3T T B A RE A BF 4 BAFE F1 10,69,

x4 §t%t BAFF } APRIL %R NAb K SCP IGiE 45 8
Tab. 4 Validation SCP of NAb against BAFF and APRIL targets

S/N
BAFF #1145 ( BAFF target) [ 434751 1 (analyst 1) ] APRIL #45 ( APRIL target) [ 234 51 2 (analyst 2) |
S3HdE 1 Sy it 2 Sy Hit 3 SrHt 1 S3 At 2 S3Ht 3
(batch 1) (batch 2) (batch 3) (batch 1) (batch 2) (batch 3)
0.94 0.96 0.87 0.90 0.96 0. 89
0.93 0.95 0. 89 0.94 0.95 0.98
0. 86 0.96 0. 84 0. 87 0.96 0.90
0.98 0.95 0.91 0.91 1.01 0. 88
0.91 0.95 0.92 0.95 1.13 0.90
0.94 0.96 0.97 0.94 1.21 0.92
0.91 1. 06 0.97 0. 88 1.37 0. 89
0. 89 0.95 0.96 0. 89 1.09 0.97
0.92 0.90 0.85 0.92 1.05 0.82
0.97 0.94 0.90 0.99 1.12 0.91
0.95 0.98 0.92 0.94 1.12 0.95
0.99 0.94 0.96 0.96 1.02 0. 88
1.03 1.02 0. 84 1. 00 1. 14 1.05
0.93 0.93 0. 96 0.94 1.29 1. 11
0.93 0.99 0.96 0.97 1. 10 1.03
1. 00 0.90 1.03 0.95
14J{H (mean ) 0.94 0.97
SD 0. 05 0.09
SCP 0.79 0. 69

2.2.2.2 Tt A B EEREE DGR 3E T 109 RRE AL BEE AR BEAT I E . S/N AR T
Fis B RC18 YR EEEE 110 000 ~39.06 ng - mL™"' |5 0.79 1 0. 69 (¥ £k RC18 ¥k & B % ) B RE 1%
1 000 ng + mL~" 12 000 ng - mL~"f4 Biotin - RC18 T2 M KZ5Wk E . 45 % W, §F % BAFF I
SR G S, BRI 3% BSA 1) DPBST APRIL 8 55 /9 J7 3% 43 0 7T i 52 1 3 v vk B2 R
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2 50015 000 ng - mL~'f) RCIS8,

2.2.2.3 RIGE A AR ML LA RS AR
T PHE XS HE BT 280 Y :5 000 ~78. 13 ng - mL™"
51 000 ng - mL™"F12 000 ng - mL "' Biotin - RC18
11 R4, AR & 3% BSA fiy DPBST #EAT
L ORREAL B . LURE fh e B2 OB AL A, AR AR AL 1Y

W TR S5 S A AR o 3 2o DO 2 AL 5 O 443 B 2
Xof BEJTH B2 il 26 O AH C S 80 R LA 20 it o
BEE ) R 32 il 48 E AR T 0. 79 A1 0. 69 Y f= A1 %
JEAERIZIT i R R B RRIE . 45 R 3K S, 5
W 7w P % BAFF F1 APRIL S AR i J7 3 R A5 2
$7312.50 ng - mL™'

RS REPERIIER (ZHEHEKERBMIE)
Tab. 5 Validation results of sensitivity ( competitive ELISA )
S/N
PRSI BAFF #1175 ( BAFF target) APRIL 8147 ( APRIL target)
(concentration of positive control antibody )/

(ng - mL-") SIHTE 1 Srirat 2 Srpt 3 it 1 srirtt 2 SRt 3
(batch 1) (batch 2) (batch 3) (batch 1) (batch 2) (batch 3)

5000 0.27 0.28 0.27 0.17 0.32 0.12

2 500 0.32 0.32 0.33 0.16 0.33 0.12

1250 0. 40 0.39 0.38 0.16 0.38 0.14

625 0.49 0.44 0.49 0.20 0.43 0.34

312.50 0.61 0.58 0.58 0.45 0.49 0.42

156.25 0.82 0. 80 0.89 0.72 0.72 0.69

78.13 0.93 0.93 0.91 0. 86 0.88 0.82

3 i

PEVIBCARZ P AR AL AR AR 0 & h
e HE AL, 5 R G e F A 8 1 1
R A RS R A AN AR (HAE AR 2y
Pt AR T RE 7 A= B 5k 11 S 88 I, S0 f g
AL ADA ADA T RE SR WA 25 ) A9 TS B L L%
PRGN, AR 20 M 2 A ) R AE
NAb A G 5 1677 1k FRL 5 B A7 A 24 ) A 0 P o
RSB e P TS VE DL A 23 TR G P A2 Ak
T F-3JE 245 40 9 08 'k i A 40 2 Dy i, 308 T %8 245 490 Y
FRRLAE R RS W, 3 LR A I R 5 b UL 3
RS0 FT RE T A1 24 ) L I R 2 LR/ SR P S

DN BLAE DA 24 9 2 4 Pk 6 i %5 %6 ADA. [t NAD
FEMCIEZY) o B PR 5T 19 38 FRAR T, [ B 02 4= 99
ORZP R 2 VPP (1 B ARG Sy AR ALY
D3k BTS2 - WUARSS 5 (%9 ADA K 53 O %
AR . 5 EE AL, AT T T R A
AR IER G5 58 W A2 5 B S e W BRI 8 LA 28
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