


Results

Precision STAT Mode

Dilution Linearity (% Recovery)

ARCHITECT BNP Lot 1 Lot2
Lot 1 Sample 1 DIl STAT  %Recovery Routine %Recovery STAT  %Recovery Routine %Recovery
Within-Run Total
Panel Member n  Mean (pg/mL) Neat 96009 a7 85212 N3
sD %CV sD %0V
2 48840 1008 53563 1102 44207 1039 46659 @85
Control Low 80 151.0 7.1 47 82 5.4
R = 906 g = = 56 4 2359 98 2517 1000 2757 1021 M®z 1027
Contral High 80 086.9 1316 22 157.7 26 8 11472 955 12684 1043 M0 1053 11784 995
Panel Low 80 2924 13.9 47 17.1 5.8 16 5103 %4 G284 1034 5624 1093 5826 984
Panel Medium 80 1581.9 85.2 54 986 6.2 » 2006 ] 3143 1034 27349 1028 2046 905
Panel High 80 5378.2 180.3 3.4 2445 45 Sample2 D SN ooy Rouine XAmwsy ST Nhecorsy Restie Noovay
— ‘outofrange”  Neat 233929 190032 18850.9 232053
Within-Run Yaial ‘outofrange’ 2 126808 134832 17367 134788
PaneiMomber  <n.  Mean(pgiml) —= —— o ——o— _& 4 626 1060 7385 190  6IB0 1M B3 955
Control Low 80 140.2 6.1 44 6.6 47 8 M6 1032 3278 1075 3132 1069 %084 982
Control Medium 80 420.9 14.9 35 7.7 4.2 16 1652 1046 16882 1004 15713 1071 16275 966
Control High LY B0hg2 1104 i 1828 =i ® 821 1012 G462 103 752 182 763 A4S
Panel Low 80 297.7 16.4 55 18.0 6.1 e — = e
ol
Panel Medium 80 1679.3 834 50 974 58 st s s 4 "'
Panel High 80 5742.8 1692 29 2319 40 “outolrange” Neat 196280 it ) 1S
7 108688 113103 108559 11578
4 5825 1069 G645 1079 55661 1028 61198 1087
) o 8 28823 1059  B1024 1087 W10 010 29282 1050
Analytical Sensitivity (LOD)
16 020 1030 14772 1045 1344 983 093 1019
ARCHITECT protocol LOD (Lot 1) LOD (Lot 2 ® 64 B8 TM2 030 6554 %6 6343 0B
Routine 2.35 pg/mL. 2.36 pg/mL Sample 4 Dl STAT  %Recovery Routine %Recovery STAT  %Recovery Routine %Recovery
S 223 pa/L 2.48 pg/mL Neat 98075 929480 9550.8 92586
2 4ma @3 51240 102 45TIS B5B 49M5 1064
The analytical sensitivity or LOD is <10 pg/mL.
4 2472 857 25314 1089 22020 @21 2396 1037
8 11898 671 12618 1086 11275 44 11915 1029
Functional Sensitivity 16 6079 W2 637 1099 . S6B3 951 5967 1021
Precision Profile (Functional Sensitivity) R s 060 3201 102 2618 943 307.2 106:2
BNP pg/mL %oV 095%C1 Sample 5 Dl STAT  %Recovery Routine %Recovery STAT  %Recovery Routine %Recovery
750 B 19.86 Neat 57339 57428 54135 55320
10, 10 ' i A 9} 1052
2500 = G5e 2 H03 9 a0E 052 25460 M 2005 105
4 13682 954 14425 1005 12862 928 134 1010
8 7088 0RO 7403 1031 6692 0RO 7087 1025
16 900 1032 3750 1045 3541 1047 396 1040
35 R o204 173 W73 1155 1895 120 1092 1152
E 30 Mean recovery 100.8 1065 1008 1021
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Analytical Specificity Onboard Stability
Crass Reactant Concentration of Cross Apparent BNP % 3 Point Moving Average
reactant (pg/mL) difference (pg/mL) Cross-reactivity P w2 3 #4 P P
ANP 5000 <10 Not Detectable Low pg/mL 12889 12636 12476 12467 12396 12093
GhP 5000 <10 Not Detectable % Change -196  -3.21  -327 382 -6.18
NT-proBNP 5000 <10 Not Detectable Medium pg/mL 24025 23725 23945 23654 23561 230.83
Angiotensin | 600 <10 Not Detectable % Change -1.25 -0.33 -154  -1.93 -3.82
Angiotensin Il 600 <10 Not Detectable High pg/mL 1185.89 1188.39 1158.29 113547 114233 1153.06
Angiotensin Il 1000 <10 Not Detectable % Change 021 233  -425 367 277
Overall Avg pg/mL sD %CV
Potential Interfering Substances
Low 124.73 319 256
Interfering Avg. BNP conc. Avg. BNP conc.
Interfering Avg. %
Substance  non-supplemented  supplemented
Substance Conc. (pg/mL) sample (pg/mL) Interference Medium 234.93 6.54 2.78
Triglyceride 3000 mg/dL 163.84 149.51 -8.75 % High 1153.08 31.08 270
Hemoglobin 600 mg/dL 417.39 395.30 -5.29%
Protein Low 3g/dL 175.27 176.20 0.53% 1400.00
Protein High 12.5 g/dL 289.74 294,95 1.80% g el = -
Bilirubin 22 mg/dL 400.62 403.13 -1.59% o |
& 1000.00 |
o
§' 800.00
E 600.00
Potential Interfering Drugs e
"E- 400.00
Sample ID RLU  Meanpg/mL % Recovery % Interference g
Sample 1 Gt 2294 81.4 100.0 200.00" Sr—
Acetaminophen 30 ug/mL 2270 80.5 98.9 -11 0.00 ———— P S S T
o - © ~ @ = = = - N N N MM
Erythromycin 60 ug/mL 2204 78.2 96.0 -4.0 rEREFOSEEEEDRDE DB
O 00 OooBb aocoaonoooo
Nicotine 1 ug/mL 2243 T9.6 97.7 -23
Days onboard
Propranoiol 2 ug/mL 2299 81.5 100.2 0.2
Sample 2 Ctl 10473 331.0 100.0
Acetaminophen 30 ug/mL 10234 324.0 98.0 2.0
i 10277 : X = Testing for onboard stability showed <10% change of panel values frorm baseline over
SN L L oot e 31 days using the stored calibration.
Nicotine 1 ug/mL 10305 326.4 98.6 -14
Propranolol 2 ug/mL 10636 3354 101.3 1.3
Sample 1 Ctl 2289 81.2 100.0
Aspirin 600 ug/mL 2244 79.6 98.0 -2.0
Caffeine 60 ug/mL 2222 788 971 -2.9
Heparin 8 U/mL 2495 88.5 109.0 9.0
Warfarin 20 ug/mL 2190 7.7 95.7 -4.3
Sample 2 Ctl 10697 337.2 100.0
Aspirin 600 ug/mL 9590 306.3 90.8 -9.2
Caffeine 60 ug/mL 10336 3272 97.0 -3.0
Heparin & UW/mL 11058 3471 1029 29 "
Warfarin 20 ug/mL 10330 3270 97.0 -3.0 3
Sample 3 Ctl 4304 149.0 100.0 i

Ampicillin 53 ug/mL 4397 1519 101.9 19




Lot-to-Lot Reproducibility assde;sm:}elm of bSe(\g]anty
edian Values by Class

4500 T
4000 | Severity of HF Disease
AxSYM vs ARCHITECT ENP
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Class | Class Il L= - Class IV
NYHA
Mean pg/mL sD %CV
py/ These data show that the ARCHITECT BNP has a progressive
Low Panel 3n 4 141 increase In BNP concentrations with increase in New York Heart
Medium Panel 1357 93 6.82 Association classification. The AxSYM and the ARCHITECT medians
High Panel 3805 225 591 for the various classes are also very comparable.

Clinical Specificity
NonHF population  Architect  AxSYM  Architect AXSYM  Architect AsSYM  Archilect AXSYM  Architect AxSYM  Archilect ASYM

Years Al Al <45 <45 45-54 4554 5564 G564 B5M 65Td T+ 75+
Sampla Sze WM 50 50 50 50 [ 2 50 50 2 1 Correlation (Passing Bablok Analysis)
Median py/ml. 1115 2583 1] 214 13.24 19,14 A1 .0 16.2 383 0.00 2046 nl o T n———
Mean po/mL 20 3906 89 254 1974 3604 258 32 U2 535 2261 36t
£l 046 4B4R 1440 1782 2545 4620 7B 367 366 3.5 B0 5062 Goetficiont| 85% CI
Intercept] 4305; =1 to
Lo 7 @7 0 0w @ %z %2 W 8 %2 82 Rieos Setel SR cwrstaiios
Winimaum 0 0 0 0 0 0 0 40 0 0 0 0 N=223 Cusumtest for linearity | p < OLOY freon e resaricanang Depteepse X anct ¥ cletesciect
Maximum 151 L 5.1 G281 1462 22494 1461 19929 1401 41 151 L]
*s R= oga Idavlv:]? line
L - (Pearson)
Sample Size 12 jiH % 4] A 4 k] K 5 B 9 8 .
Megien paml 95f M8 D 167 38 N7 285 451 1287 4128 2880 578 ]
Mean pgimL 1745 149 42 185 1% 24 1807 3 %64 6216 B0 S22 E
sd 245 48564 8.18 1730 1518 3098 1589 4968 3694 %M W0 B z
peroaae *
<H00painl 93 955 100 100 100 100 100 100 ) Bl 8 100
Minimum ] 0 0 0 0 0 0 602 0 0 0 0
Waimem 2 4B M3 N® %3 B8 72 R i3 43 w8 98 e
0 2000 4000 6000 BOOC
Females AxSYM k.
Sample Size 122 122 %5 25 a 7 12 12 2% 5 ) EH]
Median pg/ml 1289 By A 305 1984 2799 3815 M85 7 AT 000 1485
Mean po/ml. B3 2B 135 2 HH 7T 4587 SM03 W73 680 183 14
sl M 43 17.70 1641 0z N 4257 5659 40 4878 3405 53.68 Concl u3| on
WL W3 Wz W 10 %3 2 8 B B W ¥ W
S * The ARCHITECT BNP assay is a precise method for the
Miimum 0 L 0 664 0 0 [ 0 0 0 L measurement of BNP with Total 9%CV <10%,
Maximum 15 o 851 6281 1462 22940 1461 19928 w401 1732 151 04 « The ARCHITEGT BNP assay demonstrated analytical sensitivity
Overall specificity was 95.7% for the ARCHITECT assay using the 100 pg/mL decision threshold. of <10 pg/mL.
= The ARCHITECT BNP assay had acceptable linearity and recovery
throughout the dynamic range of the assay.
Clinical Sensitivity = The ARCHITECT BNP assay showed no cross-reactivity with ANP,
CNP, NT-proBNP, or Angiotensins |, I, Il and <10% interference
ARCHITECT NYHA from elevated levels of protein, hemoglobin, bilubin, or
Class | Class Il Class Il Class IV triglycerides.
n=230 48 75 83 24 . The ARCHITECT BNP assay did not show interference from a
limited panel of cardiac and transplant related drugs.
ARCHITECT Average 153.0 344.2 M1 1370.0 Overall 68.3% » The ARCHITECT BNP assay demonstrated acceptable (31 day)
Sensitivity 48.0% 66.7% 72.3% 100.0% onbeard reagent and calibration stability. i
* The ARCHITECT BNP assay correlates well with the AxSYM BNP
AxSYM NYHA assay with a slope of 1.014 and a correlation eoefficient of 0.98.
Class | Class Il Class Ill Class IV .
n =230 48 75 83 24 '
AxSYM Average 176.3 3349 415.6 11513 Overall 69.6%
Sensitivity 50.0% 66.7% T4.7% 100.0%
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