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Supplementary Table 1 presents data on interference test of MEDI1814 in plasma from non-human primate (NHP) (Macaca fasicularis). Samples were spiked with different concentrations of MEDI1814 and Aβ42 according to predictive modelling.
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Supplementary Table 2 presents data on interference test of MEDI1814 in cerebrospinal fluid from non-human primate (Macaca fasicularis) using the in-house developed total Aβ42 assay. Samples were spiked with different concentrations of MEDI1814 and Aβ42 according to predictive modelling.
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Supplementary Table 3. Based on the performance of the calibration standard samples and using our acceptance criteria the LLOQ for the free and total Aβ1-42 in CSF and total Aβ1-42 in plasma was set to 16 pg/mL (n=2 plates) and 8 pg/mL (n=6 plates) using two different ELISA lots. 
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Supplementary Table 4 present buffer quality control (QC) data from the study analysis of free Aβ42 in NHP using the drug tolerant assays. The QC samples were analyzed at both ends of the ELISA plates and demonstrate absence of drift (< 10% deviation at the end of the plate).
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Supplementary Table 5 presents buffer quality control (QC) data from the study analysis of total CSF Aβ42 in NHP using the drug tolerant assays. The samples were analyzed at either end of the ELISA plates and demonstrate absence of drift (< 10% deviation at the end of the plate) over the plates.
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Supplementary Table 6 present buffer quality control (QC) data from the study analysis of Aβ40 in NHP using the drug tolerant assays. The samples were analyzed at either end one of the ELISA plates and demonstrate absence of drift (< 10% deviation at the end of the plate) over the plates.
[image: ]












Supplementary Table 7 presents buffer quality control (QC) data from the study analysis of total plasma Aβ42 in NHP using the drug tolerant assays. The samples analyzed at 19 different ELISA plates demonstrating a good between plate precision (CV ≤10%).
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Deviation 

QC/batch

(%)

beginning of plate end of plate at end of plate

QC 25/batch 1 33 31 -4

QC 250 /batch 1 302 287 -5

Concentration of QC

(pg/mL)
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Study samples QC batch ELISA

lot  pg/mL Accuracy (%)*  pg/mL Accuracy (%)*

Treatment period 1 232369 23 113 248 113

Treatment period 1 232369 24 115 216 98

Treatment period 1 234330 21 104 209 95

Treatment period 1 232369 21 101 239 109

Treatment period 1 232369 22 107 215 98

Treatment period 1 234330 19 94 208 95

Treatment period 1 234330 20 96 246 112

Treatment period 1 234330 21 103 219 100

Treatment period 1 234330 21 99 205 93

Treatment period 1 234330 21 103 207 94

Treatment period 1 234330 19 93 209 95

Treatment period 1 234330 21 101 228 104

Treatment period 1 234330 22 107 241 110

Treatment period 1 234330 19 94 225 102

Treatment period 1 234330 19 94 212 97

Treatment period 1 234330 18 86 200 91

Treatment period 1 234330 19 91 208 95

Average

20,7 220

CV (%)

7,9 7,0

Study samples QC batch ELISA

lot  pg/mL Accuracy (%)*  pg/mL Accuracy (%)*

washout period 2 235080 27 103 307 100

washout period 2 235080 26 97 307 100

Average

26,5 307

CV (%)

4,7 0,0

* Accuracy from mean

Concentration of QC 20 Concentration of QC 250

Concentration of QC 20 Concentration of QC 250
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Found A

β

42 conc (pg/mL)

AB42 (pg/mL)

MEDI 1814 (µg/mL)

pg/mL % * pg/mL % *

0 50

<8 < 36 124

0 0

46 100 29 100

5000 5000

390 <9% 4251 92

5000 500

390 <9% 4498 97

5000 50

390 <9% 4317 93

5000 0

4480 100 4622 100

20000 5000

1560 <8% 20209 111

20000 500

1560 <8% 21545 119

20000 50

1560 <8% 20048 110

20000 0

19452 100 18168 100

*% recovery from samples without MEDI 1814

NHP  Plasma 

spiked conc pre-treatment  treated
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A

β1-4

2 (pg/mL)

MEDI 1814 (ng/mL)

pg/mL % * pg/mL % *

0 5000

<40 < 406 90

0 500

<40 < 380 84

0 0

403 100 453 100

5000 5000

31 < 3352 76

5000 500

185 5 3377 76

5000 0

3592 100 4422 100

*% recovery from pretreated samples without MEDI 1814

NHP CSF  Found A

β

1-42 conc (pg/mL)

spiked conc pre-treatment heat treated
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Date

ELISA Lot

Calibration  Accuracy  CV      Accuracy  CV      Accuracy  CV      Accuracy  CV      Accuracy  CV      Accuracy  CV      Accuracy  CV      Accuracy  CV      Accuracy  CV      

samples # * # * # * # * # * # * # * # * # *

(pg/mL) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)

519 100 7,4 100 7,3 100 1,1 99 13,5 100 6,2 101 15,7 98 6,1 99 3,1 100 8

260 100 1,4 100 2,8 100 5,3 103 0,3 101 13,4 101 2,2 102 2,3 101 2,6 101 4

130 100 3,7 100 0,6 101 3,5 97 3,8 100 6,7 99 5,3 99 0,6 99 0,8 99 3

65 100 3,5 99 1,9 101 4,9 100 10,4 98 0,8 100 4,9 101 2,9 101 1,7 100 4

32 98 1 103 1,7 96 7,1 106 2,7 104 1 104 4,5 107 0,2 102 0,7 103 2

16 101 1,2 94 1,2 99 10 105 3,2 103 1,1 99 4,2 102 2,1 101 0,4 100 3

8 106 2,9 93 2 107 6,5 94 4,2 93 2,2 97 4,6 49

c

18,6 44

c

6 98 6

LOQ

#Back calculated concentration *CV of duplicates 

c

Data outside acceptance criteria

8 8 8 8 8

20121122 20121204

16 16 8-16 pg/mL 8

20121205 2012119 Average

221845 221845 228145 228145 228145 226349 226349 226349



20121019 20121031 20121119 20121121
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Deviation 

QC/batch (%)

beginning of plate end of plate at end of plate

QC 20/batch 1 30 28 -7

QC 20/batch 2 22 21 -4

QC 250 /batch 1 281 293 4

QC 250 /batch 2 227 246 8

Concentration of QC

(pg/mL)
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Deviation 

QC/batch

(%)

beginning of plate end of plate at end of plate

QC 20/batch 1 31 32 1

QC 20/batch 2 21 22 4

QC 250 /batch 1 323 319 -1

QC 250 /batch 2 243 243 0

Concentration of QC

(pg/mL)


