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1 . ASSAY BACKGROUND
Human chorionic gonadotropin (hCGQ) is a glycoprotein hormone normally produc
placenta during pregnancy. The hCG molecule consists of two combined, dissim'l
designated alpha and beta. The beta subunit, with a molecular weight of approxif
daltons, confers biological and immunological specificity to the entire hCG :

approximately 18,000 daltons, is essentially identical to the alpha sub
glycoprotein hormones: luteinizing hormone (LH), follicle- stlmula i1}
thyroid-stimulating hormone (TSH).

1.1 Theranos System Specification
The Theranos assay for hCG is a sandwich ELISA, speci
2miU/mL. The Theranos hCG assay can accept
serum, EDTA plasma and Li-heparin plasma as sampl a/4ssay has a lower limit of quantification
(LLOQ) of 9.4 mlU/mL. Non-pregnant femalgs:{&s

assay.

1.2 Reference Assay

The Siemens Immulite 2000 hC ; vas used as a p.redi4 6d~The assay reportable range

is 1 mIU/mL to 5000 mIU/m ples less t are considered negative for
pregnancy. The presence off (200mg/L), 1°(384 mg/dL), and lipemia
(3000ng/dL) have no ef] ion.

2 REGUL

The qualifie n of the ELISA assays on the Theranos device will be in accordance with
CFR.Ch 53 “Standard: Establishment and verification of performance specifications” and outlined
in CLSI guldehn
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3 CALIBRATION

reagent cartridges.
3.1.1 At each level 3 cartridge replicates will be tested.

312 A calibration curve should consist of a blank or zero sample (1hathi A ple processed

S s

ULOQ of the range,

3.1.3 Acceptance criteria: For each run, a minimung the back-calculated mean values
of the total number of calibration standards in ration range should be within 100 +
20% (100 % 25% at LLOQ and ULOQ stifidards) of their nominal values and a minimum of
six unique standard concentrations ; thin the assay rangc.

A Dark counts and outliers
il % recovery calculations,
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Table 1: Calibration 1 Data (Edison 3.0)

These data were uscd to analyze Accuracy/Comparability (6), Blood Collection Dev;l,
(8), Anticoagulant Comparison (10), Interference (11), and Analyte Stability (13)

Comparison

g =)
Aif'ig":d All Tips Dark Exclusion Inter-Cartridge Intra-Cartridge
alue
[mIU/mL] | Tipl Tip2 Tipl Tip2 Mean %CV | Mean %CV Mean %CV
1255516 | 1114504 | 1255516 | 1114504 | 1185010 8% /334227

428792 | 13%

4722 196908 | 831938 124437<1
1221222 | 1386252 | 1221222 | 1386252 | 1303737 | 9%
361639 | 887239 | 861639 | 887239 | 874439
2361 1020706 21 1020706 | DARK | 1020706
764370 | 958263 | 764370 | 958263 | 861317
166088 | 442083 | 466088 | 442083 | 454086
944.4 569581 | 538441 560581 | 538441
407455 | 379852 | 407455 | 379852

097.30 | OORH
2107.58 | 2207.26
2810.86 225235 | 18%
176634 | 250936
985.26 | 934.60
16% | 1221.00 | 1146.84 | 987.74 | 16%
% .| 863.80 | 809.13
8439 | 8857

10851 11829 10851
94.4 15909 17759 15909 11099 | 94.02 12%
12469 10178 81.41
3840 3018 39.36
472 5534 5605 58.11 50.78 14%
4826 4265 48.97
24.04
23.6 9606 | 251l 8%
26.29
10.97
94 1190 | 948 | 16%
8.37
QORL
g OORL, | OORL | OORL
OORL
Table 2: Calibration 1 Summary
Calibrator Level Assigned Value [mIU/mL] Theranos Result [mIU/mL}] Y%CV % Recovery ]
Calibrator 1 4722 4287.92 13% 91%
Calibrator 2 2361 - 225235 18% 95%
Calibrator 3 944.4 087.74 16% 105%
Calibrator 4 94.4 94,02 12% 100%
Calibrator 5 47.2 50.78 14% 108%
Calibrator 6 23.6 25.11 8% 106%
Calibrator 7 9.4 948 16% 100%
Calibrator 8 0 ‘ OORL OORL OORL
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Figure 1: Calibration 1
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Table 3: Calibration 2 Data (Edison 3.0)

These data were used to analyze Reference Range (5), Dilution Linearity Set 1 (7),@“:5;:

Sensitivity (9). :
N\‘;‘;}i’:l All Tips Dark Exclusion Inter-Cartridge Intra-Cartridge
[mIU/mL] | Tipl Tip2 Tipl Tip2 Mean %CV | Mean %CV YCV
1344572 | 1376376 | 1344572 | 1376376 | 1360474 | 2%
4722.00 | 1504620 23 | 1504620 | DARK | 1504620 1410092 | 4% RH 453892 | 8%
1432739 | 1392151 | 1432739 | 1392151 | 1412445 | 2% ??Bﬁ?;o 435047
1032341 | 1024966 [ 1032341 | 1024966 | 1028654 | 1% 093.49 | 206537
2361.00 | 1099155 | 1090476 | 1099155 | 1090476 [ 1094816 1% 2370.36 | 2331.98 | 2349.66 | 15%
1228554 | 1091479 | 1228554 | 1091479 | 1160017 | 8% 3050.81 | 2336.37
518584 | 127693 | 518584 518584 | 818.64
944.40 708447 | 598983 | 708447 | 598983 | 653715 1170.82 | 956.67 | 1019.88 | 17%
706480 16 | 706480 1166.65
23288 | 146463 23288 OORL
94.44 19066 19501 19066 91,50 | 91.80 6%
18117 18083 87.64
4608 6405 46.82
4722 6678 7344 5113 | 47.56 11%
6881 7453 51,61
3027 : 26.04
23.61 2189 | 2354 | 23.58 12%
22.26 19.88
11.11
9.44 10.99 8.76 1%
OORL | OORL
0.00 OORI, | OORI, | OORL | OORL
OORL | OORL
Table 4: Calibration 2 Summary
Calibrator Level Nominal Value [mIU/mL] Theranos Result [mIU/mL) %CV % Recovery
Calibrator 1 4722 4538.92 8% 9%6%
Calibrator 2 2361 2349.66 15% 100%
Calibrator 3 944 4 1019.88 17% 108%
Calibrator 4 94.44 91.80 6% 97%
Calibrator 5 4722 47.56 11% 101%
Calibrator 6 23.61 23.58 12% 100%
Calibrator 7 9444 8.76 1% 93%
Calibrator 8 0 OORL OORL OORL
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Figure 2: Calibration 2
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Figure 3: Calibration 3
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Table 5: Calibration 3 Data (Edison 3.0)
These data wereused to analyze data from Dilution Linearity Set 2 (7), Cross Reac‘é' ity (12).

N\‘;:}L":' All Tips Dark Exclusion Inter-Cartridge Intra-Cartridge
[mIU/mL] Tipl Tip2 Tipl Tip2 Mean %CV | Mean %CV %CV
1747284 | 1579753 | 1747284 | 1579753 | 1663519 1%
4122 1169092 | 1005724 | 1169092 | 1005724 | 1087408 | 11% | 1308112 | 22% OORH | OORH

2622.11
OORII
2521.84 | 2275.88 | 229537 | 12%
2107.10 | 1828.61
1033.23
1283.06 | 1243.13 | 1086.19 | 15%
1007.53 | 911.70

65.55 74.90
81.65 72.16 | 7821 14%

1213253 | 1133568 | 1213253 | 1133568 | 1173411 5%
1093765 | 1166401 | 1093765 | 1166401 | 1130083 | 5%
2361 1118037 | 1075785 | 1118037 | 1075785 | 1096911 3%
1042793 | 979451 | 1042793 | 979451 | 1011122
700061 23 700061 | DARK 700061
944,49 800074 | 793282 | 809074 | 793282 | 801178
687326 | 636931 | 687326 | 636931
14986 18576 14986 18576

9444 21419 17481 21419
295 27268 94.26
5967 7841 5967 | 7841 ~ 1 Ba. 4228
47.22 10695 11191 10695 B % ¥ 52, 5424 | 4621 18%
8638 i
3278 19.99
23.61 2873 15% 26.35 21.49 15%
3333 3333 16.77
1806 2190 1998 | 14% 775 | n.a;
9.444 1408 1945 1677 | 23% | 1946 | 19% | OORL 905 | 9.06 25%
2379 2379 12.80
951 1235 1098 | 18% OORL | OORL
0 425 1216 821 | 68% | 1097 | 41% [ QORL | OORL | OORL | QORL
1649 | DARK 1649 OORL
Table 6: Calibration 3 Summary
Calibrator Level Nominal Value [mIU/mL] Theranos Result [mIU/mL] %CV % Recovery
Calibrator 1 4722 OORH OORH OORH
Calibrator 2 2361 229537 12% 97%
Calibrator 3 944.4 1086.19 15% 115%
Calibrator 4 94 44 78221 14% 83%
Calibrator 5 47.22 46.21 18% 98%
Calibrator 6 2361 21.49 15% 91%
Calibrator 7 9.444 9.06 25% 96%
Calibrator 8 0 OORL ' OORL OORL

1OV NOLLVIARIOANI 10 WO HHL YAANN HNSOTISIA WOM IAWHIXH NOLLYWAOANT TYIDUHANOD TVILNHALINGD

CMS2-001405



CONFIDENTIAL COMMERCIAL INFUKMALLIUN EXEMP 1T FRUNM UISULUDURKE UNDEIC THE FRESIAIVI UF INFURIVIA LIUIN AC L

.I.herans hCG Report ?;gélgnent Number: CL-RPT-

Revision: A

Validation Document Effective Date: 3/19/2014

hCG ELISA Assay Validation Report on Edison 3.5 Theranos System

Table 7: Calibration 4 Data (Edison 3.5)

This calibration was used for all precision testing.

Reported All Tips Dark Exclusion Inter-Cartridge Intra-Cartridge
Value : ; ; 5 2 - 5 - %CV
[miUmi] | Tiol Tip2 | Tipl Tip2 | Mean | %CV | Mean | %CV ‘L . Mean
1686891 | 1731572 | 1686891 | 1731572 | 1709232 2%
4722 1374036 | 1533489 1533489 | 1533489 1581126 | 8% 4384.91 8%

1432269 | 1521407 | 1432269 | 1521407 | 1476838 4%
1195182 | 1115194 | 1195182 | 1115194 | 1155188 5%
2361 1126450 | 1392112 | 1126450 | 1392112 | 1259281 | 15%
1193869 | 1171001 | 1193869 | 1171001 | 1182435 1%
1429786 | 1399087 1399087 [ 1399087
1160950 | 1207529 | 1160950 | 1207529 | 1184240
495942 | 501507 495942 | 501507 | 498725
944 .4 637919 | 657270 637919 | 657270

2004.44
3107.47
225925 | 2181.39 | 2344.87 | 18%
QOORL | 3144.51
2148.20 | 2307.38
768.93 | 776.61
976.91 | 1007.52 | 923.85 14%

2361

631727 | 696288 631727 | 696288 1071.20
14805 14595 14805 85.41
94.44 16791 14923 16791 86.57 | 90.18 6%
15571 19144 100.38
7939 6524 50.13
47.22 5924 54.00 | 52.82 8%
6862 55.82
2433 2223
23.61 2541 2% 2755 18% 21.09 2172 | 23.18 19%
27% 31.73 21.20
0% 8.09 8.03
9.444 3% 1613 12% 10.63 9.87 | 10.52 23%
9% 11.64 14.45
9% OORL | OORL
0 9% 1036 14% | OORL | OORL OORL | OORL
18% OORL | OORL
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Table 8: Calibration 4 Summary

Calibrator Level Reported Value [units] Theranos Result [units] W | % Recovery
Calibrator 1 4722.00 433491 93%
Calibrator 2 2361.00 2344 87 99%
Calibrator 3 94440 923.85 98%
Calibrator 4 94.44 95%
Calibrator 5 4722 112%
Calibrator 6 23.61 98%
Calibrator 7 944 111%
Calibrator 8 0 OORL

Figure 4: Calibration 4
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4 PRECISION

The precision of this assay was tested over 5 days in a morning and evening shift. &
consisted of 9 total replicates at each of 3 analyte levels. In each shift 2 runs were

data show the precision of the assay on the Theranos System.

4.1 The report will include scatter plots, precision summary tables and ¢
performance claim(s) regarding within-run (repeatability), betweg
within laboratory precision.

4.2 Acceptance criteria: The %CV of replicates at each cone;n
be more than 20% (25% at LLOQ and ULOQ) for Els

Table 9: Precisio

n Summary

Level(mIU/mL) | Precision Allowable Bias
(%) (%)
5000 8
1600 9
50 12
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5 REFERENCE RANGE
To verify the accuracy of the Theranos System, the reference range was tested and«£t

%tgblishment
and verification of performance specifications” and outlined in CLSI guideline C28A3, labor ories
developing test methods need to verify the measuring interval. Additionally, by ing the

Jdhe interval defined by the
(?Allleric values between the
titative results suitable for

Wi imIU/mL. These patients
efé%é/nce donors, zero patients

are considered not pregnant. Of 20 AS}‘G amples collecte:
had hCG levels outside of the rei réné ange. Thi

dferon 3 Sample was'confirmed via the predicate method
listed in section 1.2. Overall; (b(f%ﬁf the patients t Sted é;l within the reference range, and is

4

acceptable for verificatig ’i‘c'?if\{t‘h@reference range.
: g

Table 10: Nopmal:Patient Sample
R%P(!’“ed < Dark Exclusion Inter-Cartridge | Intra-Cartridge Concentration
[mIS/ifL] Tiplsa >Tip2 Tipl Tip2 Mean | %CV Mean | %CV | Tipl Tip2 Mean | %CV | %Recovery
161 193 161 193 177 13% OORL | OORL
< 1.00 166 166 166 166 166 0% 185 13% | OORL | OORL | OORL j OORL OORL
209 | 216 209 216 213 2% OORL | OORL
188 | 202 188 202 195 5% OORL | OORL
< 1.00 183 | 168 183 168 176 | 6% | 191 | 8% | OORL | OORL | OORL [ OORL | OORL
215 192 215 192 204 8% OORL | OORL
176 153 176 153 165 10% OORL | OORL
< 1.00 210 154 210 154 182 | 22% 185 15% OORL | OORL OORL | OCRL OORL
210 | 206 210 206 208 1% OORL | OORL
222 5 222 | DARK 222 OORL
333 255 | 274 255 274 265 5% | 256 8% OORL | OORL | OORL | OORL OORL
267 264 267 261 266 1% OORL | OORL
<1.00 124 141 124 141 133 9% 163 17% OORL | OORL 0ORL | OORL QORL
194 163 194 163 | . 179 12% | OORL | OORL
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166 | 192 166 192 179 10% OORL | OORL
219 [ 168 219 168 194 19% OORL | OORL

< L.00 207 | 133 277 173 225 33% | 247 52% | OORL | OORL OORL
493 | 152 493 152 323 5% OORL
264 | 168 264 168 216 31% OORL

2.49 314 | 213 314 213 264 27% | 243 21% | OORL OORL

271 | 229 271 229 250 12% OORL
162 | 159 162 159 161 1% }

< 1.00 100 | 156 100 156 128 31% | 142 16% OCRL OORL

137 | 140 137 140 139 2%

178 | 109 178 109 144 34%
<1.00 141 | 131 141 131 136 3%

OORL | OORL OORL

165 | 150 165 150 | 158 7%
423 | 311 423 311 | 367 | 22%
<1.00 304 | 332 394 332 | 363 OORL | OORL | OORL
256 | 195 256 195 | 226
191 | 224 191 224
< 1.00 78 | 172 | DARK 172 OORL | OORL | OORL
338 | 364 338 364
456 6 456
<1.00 209 | 173 219 OORL | OORL | OORL
434 | 413
<1.00 OORL | OORL | OORL | OORL
OORL | OORL
OORL | OORL
<1.00 OORL | OORL | OORL | OORL | OORL
OORL | OORL
<1.00 OORL | OORL | OORL | OORL | OORL
OORL | OORL
OORL | OORL
<1.00 OORL | OORL | OORL | OORL | QORL
OORL | OORL
OORL
2.01 OORL | OORL | OORL | OORL | OORL
OORL | OORL
167 | 136 167 136 | 152 | 14% OORL | OORL
<1.00 181 | 166 181 166 | 174 6% | 164 | 10% | OORL | OORL | OORL | OORL | OORL
176 | 160 176 | 160 | 168 7% OORL | OORL
206 | 184 206 184 [ 195 8% OORL | OORL
<1.00 1988 | 203 203 [ 203 180 | 15% OORL | OORL | OORL | OORL
148 | 158 148 158 | 153 5% OORL | OORL
<1.00 . 235 | 205 235 205 | 220 | 10% | 203 | 15% | QOORL | OORL | OORL | OORL | OORL
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186 | 159 186 159 173 11% OORL | OORL
197 | 236 197 236 217 13% OORL | OORL

Table 11: Reference Range Summary

Sample ID Reported Vatue [mIU/mL]
Patient 1 . < 1.00

Theranos Result [mIU/;

Patient 2 < 1.00
Patient 3 < 1.00
Patient 4 333

Patient 5 <1.00
Patient 6 <1.00

Patient 7 249

Patient § <1.00
Patient 9 < 1,00
Patient 10 ]
Patient 11
Patient 12
Patient 13
Patient 14
Patient 15
Patient 1%

6 ACCURAEY/ OMPARABILITY

T'o test the accurdgy of the assay on the Theranos System, 100 unique patient samples were assayed
using both the predicate method (Siemens Immulite) and the Theranos System. Of these samples
18 were within the reference range (<10mIU/mL), and 82 were higher than the reference

range. Based on the results of the data examination, either a simple linear regression or alternative
procedures were used to estimate expected (average) bias and the confidence interval of expected
bias at the desired medical decision level(s) as per CLSI guidance EP09-A2. StatisPro was used for
bias calculations. These estimates were compared with internal criteria to judge the acceptability of
the Theranos method. Each sample was run in replicate on the predicate, and the average used for
comparison to the Theranos method. Some samples were stored before analysis on both

methods. If the confidence interval for the predicted bias includes the defined acceptable bias or if
the acceptable bias is greater than the higher limit of the confidence interval of the predicted bias,
then the data do not show that the bias of the Theranos method is different from the acceptable bias
or there is a high probability (97%) that the predicated bias is acceptable, respectively. The
acceptable bias at each medical decision level was determined based on the total allowable ertor
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Figure 6: Theranos Corrected v. Predicate Method Results
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Figure 7: Scatter
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(TEa) minus the measured precision at the level closest to that decision level. Total allowable etror
(TEa) was taken from CLIA proficiency testing criteria for acceptable analytical pgeformance, as
printed in the Federal Register February 28, 1992;57(40):7002-186, when available

Each sample was tested in replicates of three. Calculated concentrations are
RLU of 3 cartridges excluding outliers and dark count tips.

6.1 The analysis in the report will contain the following elements:

6.1.1 Repeatability plots, difference plots, and/or scatter pl

6.1.2 The result of an adequate range test (linear fif,wif o ensure that the sample results

span the measuring interval

6.1.3 The results of the calculations for the p s (or difference) estimates and

confidence intervals

6.1.4 Statement of performance clai

unoassays g %_i" firdan bias (%RE) <20% (<
‘oVeand absolute %RE) < 30% (<40% at the

Theranos Theranos
Result Corrected
‘ (mIU/mL)

Patient 1 2780 4051.00 3238.52
Patient 2 2410 3916.54 3131.04
Patient 3 2508 3731438 2983.11
Patient 4 2442 3447.15 2755.82
Patient 5 2495 3374.64 2697.86
Patient 6 3255 3298.78 263722
Patient 7 2295 3166.20 2531.25
Patient 8 2138 3135.88 2507.00
Patient 9 2241 3039.68 2430.11
Patient 10 2414 2984.69 2386.15
Patient 11 2759 , 2960.35 2366.69
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Patient 12 1905 2834.28 2265.91
Patient 13 2605 2699.93 2158.52
Patient 14 2390 2290.21 1831.01
Patient 15 1824 2076.27 1659.99
Patient 16 1071 2019.67 1614.75
Patient 17 1417 1820.81 151175
Patient 18 1230 1591.48 127247
Patient 19 1379 1514.34 1211.21
Patient 20 970 1360.31 1087.69
Patient 21 1209 1323.05 1057.90

Patient 22 844 1304.42 1043.014;
Patient 23 1164 1296.37 1038.97
Patient 24 910 1117.23

89

Patient 25 929 1067.00
Patient 26 1894 068.96
Patient 27 458 694.70

Patient 28 560 .
Patient 29 543
Patient 30 345

Patient 31 455
Patient 32
Patient 33 333.19
Patient 34 ‘ 412.84 330.32
Patient 3 ” 357.24 285.87
Patient 36 287.08 229.78
Patient 37 250 271.57 217.39
Patient 38 224 261.78 209.56
Patient 39 156 261.46 209.30
Patient 40 179 225.29 180.39
Patient 41 150 194.50 155.78
Patient 42 128 165.27 132.42
Patient 45 185 128.33 102.89
Patient 46 66.1 116.30 93.28
Patient 47 115 107.83 86.50
Patient 48 103 100.02 80.26
Patient 49 44 66.22 53.24
| Patient 50 21.6 61.16 49.19
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Patient 51
Patient 52
Patient 53
Patient 55
Patient 57
Patient 58
Patient 59
Patient 60
Patient 62
Patient 63
Patient 64
Patient 65
Patient 66
Patient 67
Patient 68
Patient 69
Patient 70
Patient 72
Patient 73
Patient 76
Patient 79
Patient 80

Patient 83

Patient 8
Patient 86

Patient 87

Patient 88
Patient 89
Patient 90
Patient 91
Patient 92
Patient 93
Patient 94
Patient 95
Patient 96
Patient 97
Patient 99

40
22.8
33.5
51.2

38
26.9
9.72

16
11.2

21

23

27
25.4
27.9
.79
13.3
8.34
18.8
26.1
9.59

58.64
46.17
43.67
43.17
41.32
41,30
36.15
36.04
34.98
34.02
32.89
30.82
30.07
29.94
28.28
26.59

47.18
37.21
35.21
34.82
33.34
33.32
29.20
29.11
28.27
27.50
26.60
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Patient
100 13.7 7.83 6.57

Table 13: Method Comparison Summary

Method Comparison
Level(mlU/mL) | Precision(%) | Total Error(%)
5000 8 20 22
1000 9 18
50 12

4500.00
4000.00
3500.00
3000.00
2500.00
2000.00
1500.00
1000.00
500.00
0.00

0 500 1000 1500 2000 2500 3000 3500
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Figure 9: Adequate range test
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7 DILUTION LINEARITY

A high analyte sample was selected and serially diluted using a low sample to a tot

test the linearity. The exercise was repeated with a mid-level patient sample in ‘1;
reportable range of the assay. The nominal values of each level were calculatedtids
of the high analyte sample as reported by the predicate method (Siemens
guideline EP06-A will be followed to establish the measuring interval bz

study.

7.1 Each dilution level was tested on the Theranos System ) vipared to the nominal
concentrations. For each dilution level, the recovery shotld’fe within 100 + 20% (100 = 25%
at LLOQ and ULOQ standards) of their nomi :
be greater than 0.95.

Tn both cases (dilution of thhﬁgh and mid-level

nominal and the R? was 0.99. '

Table 14: Dilution Linearity High-Level Patient Sample
Nominal All Tips Conentration
. Value
fmlWmL] | Tipl Tip2 Mean Tip 1 Tip2 Mean %CV
1156537 | 1192582 1174560 2645.05 | 2838.63
3255 1325872 | 1134702, <€‘Ki 1230287 & 62857 | 8% | 3744.48 | 2536.01 | 2677.73 | 20%
1052671 1114780 | 1083726 2173.40 | 2441.45
8320 7 785607 808805 4% 1460.60 | 1344.77
1628 8l (789750 789756 | 789756 846178 9% 1354.75 | 149790 | 14%
‘ R \isé 966358 | 857167 | 911763 8%  1856.79 | 1527.47
348063 370877 388063 375470 3% 596.06 620.32
814 404 e 421212 | 404897 | 421212 | 413055 3% | 411577 | 10% 644.44 | 668.19 | 654.12 5%
483702 400711 483702 | A00711 442207 13% 762.87 638.41
151454 194995 151454 194995 173225 18% 304.98 362.05
407 144595 159632 159632 159632 165805 11% 315.81 | 323.94 %
171929 151013 171929 151013 161471 9% 331.97 | 30440
63651 60776 63651 60776 62214 3% 179,12 174.38
203 86706 81308 86706 81308 84007 5% 72490 15% 214,97 206.86 | 193.27 9%
47268 70010 70016 70010 189.36
26534 24439 26534 24439 25487 6% 108.93 103.99
102 27199 9916 27199 27199 22098 25% 110.47 98.24 15%
17730 14583 17730 14588 16159 | 14% 86.66 77.44

Table 15: Dilution Linearity Mid-Level Patient Sample

I Nominal Value l All Tips | > Dark Exclusion | Inter-Cartridge | Intra-Cartridge .Concentration | %CV |
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[miU/mL) Tipl Tip2 Tipl Tip2 Mean | %CV | Mean | %CV | Tipl | Tip2 | Moan
468064 | 466239 | 468964 | 466239 | 467602 | 0% 739.96 :
926 S81780 | 620106 | 581780 | 620106 | 600943 | 5% | 539545 | 12% | 92592 12%
531670 | 568513 | 531670 | 568513 | 550092 | 5% 840.16
233464 | 200778 | 233464 | 290778 | 262121 | 15%
463 5 5 | DARK | DARK 203645 | 15% 12%
333804 | 316533 | 333804 | 316533 ]
117773 | 115925 | 117773 | 115925 | 11e8a9 | 1%
232 85039 | 109014 | 85039 | 109014 | 97027 | 17% | 106938 24427 | 9%
3 5 | DARK | DARK
36687 | 40669 | 36687 | 40660 | 38678 138.50
116 13468 | 26713 26713 | 26713 109.35 | 12220 | '10%
20000 | 28714 | 20009 | 28714 | 29312 113.89
7673 8740 7673 8740 8207 52.57 | 57.02
58 8005 7305 8005 7305 7655 19% | 5399 | 5096 [ 5457 | 12%
6318 | 10820 6318 | 10820 8560 4640 | 64.93
222 | 2608 | 2222 | 2608 7 2094 | 24.13
29 3085 17 3085 | DARK { : 2405 | 10%
2517 | 2557 | 2517 | 2557
1153 1207 1153
14 968 969 968 814 | 20%
369 884
7 48 OORL { OORI,
347
245
4 27 230 229 1% [ 224 12% | OORL | OORL | OORL | OGRL
| Oy 231 235 | 2% OORL | OORL
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Table 16: Dilution Linearity Summary

Sample ID Nominal Value [m{U/ml] Theranos Result [mIU/mil] % Recovery
High-Paticnt Sample 3255.00 2677.73 82%
1/2 1627,50 1497.90 92%
1/4 813.75 654.12 80%
1/8 406.88 323.94 80%
1/16 203.44 95%
1/32 101.72 97%
1/64 50.86 78%
Mid-Patient Sample 926.00 92%
1/2 463.00 106%
1/4 231.50 106%
1/8 115.75 106%
1/16 57.88 94%
1/32 28,94 83%
1/64 14.47 O0ORL
1/128 7.23 OORL
Negative 3.62 OORL

Figure 12: Dilution Linearity

Dilution Linearity
3000 -
= Py
E 2500 -
= e
E 2000 -
7 1500 - o y=0.8342x + 13.276
& R2=09962 ©Setl
w Lo
g 1000 mSet 2
g 500 y =0.9308x + 15.405
= R? = 0.9936
0 h T T T ¥ T 1
0 500 1000 1500 2000 2500 3000 3500
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8 BLOOD COLLECTION DEVICE (BCD) COMPARISON

Because the sample volume obtained from a fingerstick is sufficient only for testingion the
Theranos System but not in the predicate method, a second verification of the refere E ange was
pcrformed using matched fingerstick blood and venous blood. The normal rangg fo r‘%%rcgnant

women 1s less than 10 mIU/mL.

20 unique patients donated 2 venous tubes of blood and 4 fingerstick saf
samples one tested outside of the reference range. Overall, 100%
the reference range

Table 17: Venous v. Fingerstick

Dark Inter-
All Tips Exclusion Cartridge Congcentration
Mea
Sample Type { Tipl | Tip2 Tipl | Tip2Z | n %C Tip2 | Mean | %CV
Venous Tube ] OOR
1 160 169 160 169 L OOR | OOR
Venous Tube OOR L L
2 153 184 153 184 L
OOR
Fingerstick 1 101 87 101 L
OOR OOR OOR
Fingerstick 2 98 108 L L L
QOR
Fingerstick3 | 96 L
Venous Tube % OOR
0,
Venouls Tube = = 130 | 42% BOR I(SOR OSR OSR
2 183 178 4% L L
OOR OOR
Fingerstick 49 54 | 12% 153 67% L L
OOR OOR OOR OOR
Fingerstick 2 102 | 150 | 102 | 26| 2 | 190 | 7% L L L L
OOR | OOR '
Fingerstick 3 306 346 306 346 326 9% L L
Venous Tube OOR | OOR
1 127 108 127 108 118 11% 152 27% L L OOR OOR
Venous Tube OOR | OCR L L
2 187 187 187 187 187 0% L L
OOR OCR
Fingerstick | | 132 | 82 32| 82| 107| 33% 127 | 2% | | L
OOR | OOR OOR | OOR
Fingerstick2 | 137 | 131 37| 31| 134 3% | 1| % L L L L
OOR O0R
Fingerstick 3 94 89 94 89 92 1% N R e L L
Venous Tube QOOR | OOR
i 249 197 249 197 223 16% 311 34% kL L OOR O0R
Venous Tube OCR OOR L L
2 376 | a2 | 316 422 | 39| 8% 24 [ 49% ] L
OOR | OOR OCR OOR
Fingerstick1 | 158 | 174 158 | 174 | 166 | 7| PO | 19% L L L L
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OOR | OOR
Fingerstick 2 174 144 174 144 159 13% L L
O0OR
Fingerstick 3 96 152 96 152 124 | 32%
Venous Tube
0,
Vtmouls e 178 142 178 142 160 16% 165 1% R OSR
2 161 180 161 180 171 8%
Fingerstick | | 55 | 49 ss| 49| s2| 8w 17
O0OR O0OR
Fingerstick2 | 99 | 111 oo | 11| 1os| swi ¥ 3% L L
Fingerstick 3 104 86 104 36 95 | 13% |3
Venous Tube |.304 OOR
1 6 308 308 308 L OCR OOR
Venous Tube OOR L L
2 287 610 287 287 L
OOR
Fingerstick 1 135 139 135 139 137 L
OO0OR OOR QOR
Fingerstick 2 81 127 81 127 104 L L L
OO0OR
Fingerstick 3 81 105 81 105 L
VYenous Tube OOR
1 117 100 117 L OOR QOR
Venous Tube O0OR L L
2 77 73 77 L
DOR
Fingerstick 1 128 896 L
OOR. QOR OOR
Fingerstick 2 112 89 L L L
OOR
Fingerstick 3 84 8l 5% L L
VYenous Tube GOR QOOR
1 85 101 93 12% 96 16% L L QOOR OOR
Venous Tub OOR OOR L L
2 g1 115 98 25% L L
OOR OOR
0,
Fingerstick | 1591 127 | 143 | 16% 106 | 34% | L
. OOR | OOR | OOR | OOR
Fingerstick2 | 87 | 92 g7 | oz | 90| 4w 19| 40% L r, L L
QOR O0OR
Fingerstick 3 49 166 49 166 108 L L
Venous Tube OO0OR O0OR
1 127 118 127 118 123 5% 17 8% L L OOR OO0OR
Venous Tube QOR O0OR L L
2 105 119 105 119 112 9% L L
O0OR OOR
0,
Fingerstick 1 | 77 | 65 771 6| 7| 12% 14 1 25% | |, L
o OOR OO0OR QOR O0R
Fingerstick2 | 148 | 160 48 | 160 | 154 6% | M2 (3% L L L L
QOR OOR
Fingerstick3 | 110 112 110 112 111 1% L L
Venous Tube QOR OOR
0,
vemu]s — 124 123 124 123 124 1% 119 18% 101 27% 160R BOR OER 081'{
2 89 | 138 89 138 114 31% > L L

LIV NOLLYINHOANI 20 WOdFII THL YaANN TINSOTISIA WO LdWEXH NOLLYIWHOANT TVIOHHWNOD TVLLNHAIINGD

CMS2-001423



CONFIDENTIAL COMMEBRUIAL INFURIVIA TWIN DADIVUT L PIWIAYL LALOW LA LIS UUNLALAL 3L L AN LA /LT WL G T8 i biis as s

theranes

hCG Report Document Number: CL-RPT-
13095
Revision: A
Validation Document Effective Date: 3/19/2014

hCG ELISA Assay Validation Report on Edison 3.5 Theranos System

O0R O0OR
Fingerstick 1 135 62 135 62 99 52% I L
O0OR O0R OOR
Fingerstick2 | 79 | 95 790 95| 87| mw| ¥ | B L L L
OOR
Fingerstick 3 81 83 gl 83 82 2%
Venous Tube
0,
Venouls — 137 136 137 136 137 1% 113 25% OSR OER
2 79 101 79 101 90 17%
Fingerstick 1 70 120 70 120 95 | 3%
OOR OO0OR
0,
Fingerstick2 | 52 | 55 s2| 55| sal| aw| 4| 4% I L
Fingerstick 3 486 241
Venous Tube OO0OR
1 127 137 127 137 132 5% L QOR OOR
Venous Tube L L
2 84 4 84
Fingerstick 1 131 118 131
QOR OOR
Fingerstick 2 73 3 73 L L
Fingerstick 3 81 63 81
Venous Tube
1 131 131 131 OOR OOR
Venous Tube L L
2 119 [
.. | OGR | OOR
Fingerstick 1 | 92 | 224 % | L
QOOR OOR QOOR OOR
Fingerstick 2 so, | 108 | 54% L L L L
QOR OOR
Fingerstick 3 76 104 90 [ 22% L L
Venous Tub QOOR
1 608 1318 373 292 117 1030 | L OOR OOR
Venous Tube % QOR | OOR L L
2 77 66 72 11% L L
150 125 OOR OOR
Fingerstick 1 49 33 49 83 66 36% % L L
OOR QOR OOR OOR
Fingerstick2 | 88 | 91 ge| 01| oof 26| 8 | % L L L L
OOR | OOR
Fingerstick 3 L L
Venous Tube O0R O0R
1 ) 101 141 101 141 121 23% 137 18% L L OO0OR QOR
Venous Tube OOR ODR L L
2 152 154 152 154 153 1% L 1.
Q0OR QOOR
0,
Fingerstick 1 | 92 | 133 o2 | 133| 113 26% 2 17% | | L
OOR OOR OOR QOR
Fingerstiok2 | 153 | 13s | 1s3| ws| 1| o] 1|7 L L L L
00R OOR
Fingerstick 3 129 7599 129 129 L L
Venous Tube . OOR OOR O0OR OOR
1 163 | 189 63 | 180 | 176 | 1ov | 15T | P% | M5 | 3% | L L L ,
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Venous Tube 11052 QOR 00R
2 120 9 120 120 L
. QOR
Fingerstick 1 101 122 101 122 112 13% L
QOR OR OOR
Pingerstick2 | 93 | 75 03| 75| sa| 1sm| % | 18% L
Fingerstick 3 94 81 04 81 83| 1%
Venous Tube \
1 118 133 118 133 126 8% 0O0R O0R
Venous Tube L
2 148 120 148 120 134 15%
Fingerstick 1 40 100 40 100 70 | 61%
QOR OOR
Fingerstick 2 56 54 56 54 55 3% - L L
Fingerstick 3 97 118 97 1i8 108 [ 14%
Venous Tube
1 179 119 179 119 149 COR OOR
Venous Tube L L
2 70 74 70 74 72
Fingerstick 1 74 83 74 83
QOR OOR
Fingerstick 2 63 54 63 54 | L L
Finperstick3 | 60 | 112 69 P 34%
Venous Tube
1 14% QO0OR QO0OR
Venous Tube : L L
2 99 111 15%
QOR QO0R
Fingerstick 1 98| 91| 1% 2% 1 ¢ L
O0R OOR O0OR OOR
Fingerstick 2 80| 78| aw| 4| % L L L L
OO0OR OOR
Fingerstick 52 51 52 1% . L L
Venous Tube OOR | QOR
1 |105Y 236 105 | 236 | 170] S4% | o0 | sgu L L OOR | OOR
Venous Tube QOR | OOR L L
2 73 94 73 94 34 18% L L
QOR OOR
Fingerstick1 | 83 | 74 83| | 79| sw 108 1 50% | | L
QOR [ OOR OOR | QOR
10,
Fingerstick2 | 40 | 103 s] 10| 72| ew| B | ¥ L L L L
OO0OR OOR
Fingerstick3 | 127 141 127 141 134 % L L

Table 18; Venous v. Fingerstick Comparison Summary

Theranos Result [mIU/mL]

Sample ID Venous Tube Fingerstick
Patient 1 OORL OORL
Patient 2 OORL OORL
Patient 3 OORL ' QOORL
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Patient 4 OORL OORL
Patient 5 QORL OORL
Patient 6 OORL OORL
Patient 7 OORL OORL
Patient 8 OORL QORL
Patient 9 QORL
Patient 10 OORL
Patient 11
Patient 12
Patient 13
Patient 14
Patient 15
Patient 16
Patient 17
Patient 18
Patient 19
Patient 20

9 ANALYTICAL SENSITIVITY
In accordance to CLSI guideline EP1

9.2 Verification of Limit of Detection

9.2.1 Acceptance Criteria: the percentage of 60 LLOQ replicates that return quantifiable results
should be greater than 90%, or the percentage of 20 LLOQ replicates should be greater than
85%. When the results are calculated by cartridge, for a total of 57 replicates, 83% of
replicates returned quantifiable resuits. By grouping the results into 19 replicates of 3
cartridges, 95% returned quantifiable results.

Table 19: Blank

RLU Blank
All Tips Dark Exclusion Intra-Cartridge Inter-Cartridge
Tipl I Tip2 Tipl ’ Tip2 Mean l %CV l Result Mean l %CV I Result
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621 | 657 621 657 639 4% | OORL
628 5 628 | DARK 628 OORL 558 26%

306 | 576 306 576 441 43% | OORL OORL
535 | 420 535 429 482 16% | OORL

479 | 541 479 541 510 9% | OORL 503 27%

314 | 719 314 719 517 55% | OORL OORL
692 | 730 692 730 711 4% | OORL

597 601 597 691 644 10% | OORL 781 2%

1042 | 936 1042 936 989 8% | OORL OORL
5771 593 577 593 585 2% | OORL 558 23%

608 | 723 608 723 666 12% | OORL OORL
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31%

516 332 516 332 424 QORL
434 4 434 | DARK 434 QORL
398 446 398 446 422 8% | OORL 489
596 573 596 573 585 3% | OORL
476 16 476 | DARK 476 GORL
653 420 653 420 537 31% | OORL
547 628 547 628 588 10% | OORL OORL
594 663 594 663 629 8% | 00
549 580 549 580 565
709 478 709 478 594 QORL
360 | 1013 360 1013 687
453 522 453 522 559 41%
525 422 525 482 QORL
463 523 463 523
23%
QORL
6%
OORL
19%
OORL
29%
OORL

Table 20: LLOQ

r RLU

|

LLOQ
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All Tips Dark Exclusion Intra-Cartridge Inter-Cartridge
Tipl Tip2 | '!‘i 1 Tip2 Mean %CY Result Mean %CV Result
20 | 200 P 200 | 2200 11,30
1242 | 2648 1242 2643 1945 | 51% 9.05 2228 | 26%
2482 | 2569 2482 2569 | 2526 2% 13.97
1718 | 2177 178 2177 1948 | 17% 9.07
1798 | 2008 1798 2098 1948 | 11% 9.08 1879
1709 | 1776 § 1709 1776 1743 3%
g63 | 1005 [l 1005 | 1925
56 44 DARK
2202 | 2389 2389 1132
1681 | 2194 2194
2268 | 2831 2831
1198 | 2530 2530 10.59
2109 | 2279 2279
2152
1L13
1546
2034
* 1660 8.00
1493
1337
4 OORL
2517
1836
1411 9.09
1775
1018
221 8.25
2170
2169
2247 1224
4
53
415
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1625 | 1846 | 1625

1846

9%

1782 1299 1782

1299

22%

OORL 1865

1593 3044 1593

3044

44%

33%

10%

11.81

Table 21: Analytical Sensitivity Summary

Blank Summary

RLUs

Mean %CV

Calculated From
Mean

Result
%
OORL

Intra-Cartridge

60

557 23%

OORL

20

555 13%

OORL

Inter-Cartridge
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42.5 57%

372 64%

35.7 61%

34 73%

339 52%
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Table 23: Li Heparin Plasma

Inter- Intra-
Reported Value All Tips Dark Exclusion Cartridge Cartridge Concentration
Spiked (30 %C %Recover
mIU/mL}) Tipl | Tip2 | Tipl Tip2 Mean | V Mean | %CV | Tipl | Tip2 y
4707 OOR
5 876 876 876 L
46 DAR DAR 894 7% 6% 34%
31 29 | K K
344 961 844 961 903 9%
134
1199 3 1199 1348 1274 8%
103 20.0
341 25| 9| 1025 | 1039 | 1032 | 1% 6 | BB %
110
wsz | 7| s | 1107 1205 | 209
1014 1 959 1014 959 987 4%
38.1 / | 17% 52%
41.2 ¢ o 3 6% 60%
356 : o4 : - 18% | 44%

15% 63%

DAR | DAR
bl a2l K
DAR 201 | .
372 24| 4| mlx 1224 1205 | 2% | 2040 g | 2| 4%
7
gn | ol um | 1220 1196 | 3% 1965 | 20.34
156
510 | 4| 1510 | 1564 | 1537 | 2% 2414 | 24.80
) DOR 214
35.6 596 | 835 835 | 835 1305 | 22% | 46| o | V9% 0%
126
B3| 1| s3] 1261 | 1307 | 5% 2214 | 2091
, DOR | OOR
a3 | 404 L L
155 . 245 )
337 aas | s | 1435 | 1sss | 1497 | ew| ¥ % | w20 ami o6 4% 3%
64 :
143 | 3| 1sa3 | 1e4s | 1503 | 4% 2454 | 2575
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352 64%
33.7 71%
34.7 84%
36 65%
378 30%
333 59%
425 73%
736 w2 | . .
312 o | "7 | 1730 | 267 200 | ame ] 2| VT | 2733 | saas| 2 | 1] %
154 _
2580 | 0| 2580 | 1940 | 2260 | 20% 35.48 | 20.10
146
130 | 3| 1330 | 1463 | 1397 1% 2183 | 2355
357 139 1478 | 7% BT sy 66%
: 1566 | 8| 1566 | 1398 | 1482 | 8% up | 2l 3
W
6o | ol neoo | 1409 | 1554 | 5% 2534 | 24.00
11
p9a1 | 5| aom | 1015 | 1928 | 1% 2011 | 2883
DAR 283 | ., |
3 1645 | 4| 1645 | K 1645 B4 | 8% | a5y g | &% 83%
. 776
2128 | 3| 2066 | 1801 | 1934 | 10% 3044 | 27.57 '
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Table 24: Serum

Inter-
Reported Value All Tips Dark Exclusion Cartridge Intra-Cartridge Concentration
Spiked (30 Mea %C %Recover
mlU/mL) Tipl { Tip2 { Tipl Tip2 n %CV | Mean | V Tip 1 y
136 | 146
4| ol 136a| wmeo | 117] 5%
116 DAR
46 o0l 31 1160 | K 1160 46%
o | 20
ol “sf 10| 1208) 1244 | 6%
134 | 164
70 4| 1347 | 1644 | 1496 | 14%
o | 151 228
341 2| 1| sl 1sn | 1352 | 17% g | 0% | 6T%
136
941 | 0 1360 | 1360
61 | 136
4l 8| 164
381 17 “’? 375 4% | 62%
169 | 172 ‘
6| 4] 169
192 | 172
4l o
412 s 12; 2% | 6%
210 | 261
3
142
22.02 | 2141
35.6 16% 231 30 | 2%
: 207 ] 2184 ] 9
26.04
1940 | 1982
104 183
35 oa0 | 5| os0| 1045] o3| 79| 1080 | 19% | oy | 1781 | 4 | °% 52%
OOR | OOR
289 | 321 L L
121 | 129
5| 8| 1215 | 12080 1257 5% 2027 | 2141
158 | 162 . 232
372 s| 1| 1ses| 161 ) 1eos| 2wt M8 | M%) 2505 | 2549 | 3 | % 62%
39 | 151
ol ol 1399 1s10) 4s5] 5% 274 | 2414
170 | 153
4| 8| 1v0e| 15162 7% 2646 | 2448
a3 | 129 25.5
35.6 175 sy | 1203 ] 13651 7| 1625 | 2% | 2302 | 2134 | T4 | 1% T2
215 OOR
BO4T6 5 2155 { 2155 L 31.36
203 | 190 261
33.7 8| 3| 2008 | 1003 1970 5ol Y673 | 18% [ 3044 2870 | o | 1% T
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352 75%
337 67%
347 71%
36 63%
378 33%
333 7%

239 | 204 . 317 ,
42.5 ol “ol 230 | 20a0 | 2220 | 19| 2% | 8% | 33| s02s| s | % | T

DAR OOR

62| 3 K L

199 | 164

2| 1| 1eor | 1ea | 1m0 14% 2071 | 2572 -

Tis | To4 248 | ..
372 S1 %0l wise | t6e0 | 1308 | 240 | 1566 | 18% | toas | a5 | T2 | B[ 67%

139 | 136

g| 2| 1398| 1se2l 1480 | 8% 272 | 2478

33| 145

al Al 13sa| iasa | 1300 | 6% 2189 | 23.44

127 [ 229 . 25.0
357 L 25 rs | 2205 | 1ses | aive | 1983 | B% | gaq0 | 3076 | 3 | 16% | TO%

59| 134

6| 6| 1s06] 1346 | 14m | 12% 2519 | 22,04

327 | 359 334
34 S| 8| s | asos | 2437 | ow| P65 | 7% | 3056 | 3565 4 | P | 9%
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234 | 224
al 3l 24| 243 2204 3%
256 | 201
1| o
65 | 162
51 o] 1es2| ie20| 1636 | 1%
120 | 116
35 il 2l wl nel sl sw| M8 69%
511 141
gl a4l 1s18| 1414 1466 | 5%

Table 25: EDTA v. Li Heparin v. Serum

Sample ID EDTA Plasma
Patient 1 18.21 2138
" Patient 2 24.14 22,89
Patient 3 25.96
Patient 4 29.95
Patient 5 21.80
Patient 6 2526
Patient 7
Patient 8
Patient 9
Patient 10
Patient 11
Patient 12 .
26,02 2324 22,67
12.77 11.20 12,55
17.65 19.60 23.91
24.09 30.91 31.75
23.63 31.22 24.82
Patient 18 21.88 23.73 25.03
Patient 19 24.68 28.38 33.44
Patient 20 17.69 18.66 23.30

Figure 13: EDTA v. Li Heparin Plasma
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EDTA vs Li Heparin Plasma

35.00 -
fary i >
2 30.00 AR
)
g 25.00 - oy * .
1+
2 2000 - s e
& 15.00 - * o
=
5 10.00 - *
iy y = 0.9667x
T 500 -
pa |
0.00 ; . , \
0.00 10.00 20.00 30.00 40,00

EDTA Plasma Result [mIU/mL]

Figure 14: EDTA Plasma v Seru

EDTA Plasma vs Serum
40.00 - '
35.00 -
30.00

L 2
25.00 - . .‘ 'S
L

4

20.00 - *
15.00 -
10.00 -
5.00 -
0.00

Serum Result [miU/mL]

y = 1.0431x

1

0.00 10.00 20.00 30.00 40.00
EDTA Plasma Result [mIU/mL]
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11 INTERFERENCE
The recovery of analyte spiked into hemolyzed (300mg/dL. Hemoglobin), icteric (
Bilirubin), and lipemic (500mg/dL Triglycerides) serum samples was evaluated o
System and compared to predicate method values. :

“mean values of

11.1 Acceptance Criteria: For cach run, a minimum of 75% of the back- }
1 ithin 100 + 20%

the total number of calibration standards in the calibration range g
(100 + 25% at LLOQ and ULOQ standards) of their nominal xali

23

must be less than 20% when outliers are excluded. A

Hemolyzed samples with up to 300 mg/dl. hemoglobin, icteri€
bilirubin, and lipemic samples with up to 500 mg/dL trig] ;

ples with up to 20mg/dL
5 not affect assay precision.

Ri}’;md All Tips Dark Exclusion Intra-Cartridge Concentration
uc
[mIU/mL] | Tipl Tip2 Tipl Tip2 %CV ‘Tip2 | Mean | %CV | %Recove
648584 | 757413 | 648584 | 757413 1744
1392 733088 | 793372 | 733988 | 793372/ 745429 1862 | 1706 | 10% 123%
794435 | 744781 | 794435 | 1447610 1704
46312 | 49532 | 46312 197
176 - | 39604 | 47881 173 | 193 | 187 | 5% 106%
' 47245 | 40486 192 | 176
6017 3 60 :
517 5859 | 5748 { 9% 59 59| 58 | 6% 113%
4793 4 53 61
OORL 9
L5 642 | 22% 14 141 11 | 22% 95%
10 11
Table 27: Icteric Samples (Bilirubin 20mg/dL)
R:,P;:::d All Tips Dark Exclusion | Inter-Cartridge | Intra-Cartridge Congcentration
[mIU/mL] | Tipl Tip2 Tipl Tip2 Mean %CV | Mean %CV | Tip 1 Tip 2 | Mean | %CV | %Recovery
857308 | 856658 | 857308 | 856658 | 856983 0% 2091 | 2089 | -
1256 391795 | 372636 | 301795 | 372636 | 382216 | 4% | 648158 | 34% 833 | 795 | 1423 | 42% 113%
782171 | 628382 | 782171 | 628382 | 705277 | 15% 1825 | 1370
35651 | 35106 | 35651 | 35106 [ 35379 1% 163 | 162 |
160 24310 | 30528 | 24310 | 30528 | 27419 | 16% | 33956 | 19% 132 | 150 15% | N% 99%
34318 | 43824 | 34318 | 43824 | 3071 | 17% 160 | 184
5549 2644 5549 | 2644 4097 | 50% 57 36
53.2 7206 6673 7206 6673 6940 [ 5% | 5565 | 28% 67 641 57 | 19% 108%
5841 5478 5841 5478 5660 | 5% 59 57
812 784 788 784 | 788 786 | 0% 628 | 25% 14 41| % 129%
619 5 619 | DARK 619 | 11 :
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| | a5 | si4 | ass| sl ars| 12w | | | oorL | 8] | I |
Table 28: Lipemic Samples (Triglycerides 500mg/dL)

R:{pc;rted All Tips Dark Exclusion | Inter-Cartridge | Intra-Cartridge Concentration
alue

[mIU/mL %C %C %Recover
ji Tipl Tip2 Tipl Tip2 Mean v Mean | V Tip 1 y
81461 80256 81461 | 80256 | 80859
9 2 9 2 1 1% 1936
60760 | 64757 | 60760 | 64757 | 62759 72845
£383 8 1 8 I 0 5% 5 12% 120%
73723 | 76114 | 73723 | 76114 | 74918
0 2 0 2 6 2%
30832 | 31424 | 30832 | 31424 [ 31128 1%
163 74 63 | DARK | DARK 159 % 98%

39779 | 33952 | 39779 | 33952 | 36866 | 11%

2414 2137 2414 2137 2276

388 | 2278 2270 2278 2270 2274 34 11% 88%
3217 2247 3217 2247 2732
505 482 505 482
<100 | 231 | 254 21 OOR | OOR | ooRL
376 429 376
12 CROSSREACTIV
12.1.1 FSH ang ligible cross reactivity.
Table 29:
Reported Value Al ;f ips Dark Exclusion | Inter-Cartridge | Intra-Cartridge Concentration 9%Cross-
[mIU/ml] Tipi | Tip2 | Tipl | Tip2 | Mean | %CV Mean | %CV | Tipl | Tip2 | Mean %CV Reactivi
FSH 1310 | 1815 1310 1815 | 15625 | 23% QORL 7.84
),
(1080 mIU/mL) 1110 5 1110 1110 14054 | 183% | OORL | OORL | OORL { OORL OORL
1368 | 1424 | 1368 1424 1396 3% OORL | OORL
LH 1552 | 1782 1552 | 1782 1667 10% QOCRL | OORL
(327mIU/mL) 1100 | 1116 1100 1116 1108 1% 1320 21% | QORL | OORL | OORL | OCRL QORL
1177 | 1193 1177 1193 1185 1% OORL | OORL
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13 SAMPLE STABILITY

The stability of patient samples stored at 4C and room temperature were tested to

conditions that clinical samples may be stored and handled. Samples were transfer rom -80C to
either room temperature or 4C at the Ohr time point, and stored at those temperatfites:forithe
remainder of testing. Overall the analyte stability data indicates that the s processed
up to 72h if stored at 4 degrees or room temperature.
Table 30: Analyte Stability Summary
Sample 4C dom Temperature
Level Ohr Lhr 4hr 12hr 24hr T2hr 4hr 12hr 24hr 72hr
Level1 | 2235.81 | 3209.50 | 2832.86 | 414230 | 4182.53 | 3653.6 2383.09 | 3701.97 | 3442.23 | 344062
Level2 | 83401 | 73897 | 627.33 | 68426 | 85526 | 777.52 663.10 | 811.72 | 1034.64 | 51395
Level 3 6119 | 68.17] 6375 | 8030 [ 6531 | 7862 4863 | 6950 | 7259 | 6208

Figure 15: Analyte Stability at 4C
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Figure 16: Analyte Stability at Room Temperature
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14 Reagent Stability
When stored at 4C cartridge reag

Figure 17: Reagent Stabij
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LLOQ Summary N RLUs
Mesn %CV
Intra-Cartridge 53 1987 15% 19%
Inter-Cartridge 19 1992 10% 16%

10 ANTICOAGULANT COMPARISON

To test the effect of anticoagulants, 20 unique patien
Heparin, and one Serum.

10.1 Acceptance Criteria: When plotted again, tTD
should have a slope between 0.9 andélele:

Table 22: EDTA Plasma
Inter-
Reported Value All Tips Cartridge Concentration
Spiked (30. - 5 Mea %C | %Recover
mi{U/mL) Tipl | Tip2 Mean | %C Tipl | Tip2 [ n v y
127 S I 21.0
846 | 1058 | 28% [ 3| 1464
oo | son | wor| 1w | 107t | 2% B30 s | 1821 [ 20% | a0%
240
1499 | 1019 | 1259 | 27% ol| 1742
252
1603 | 1520 | 1562 | 4% 7| 2426
; 249
34.1 ol 8| 1579 1428 1508 | 70| PO % 8| 2311|2414 | %
13 | 149 23.1
3 g | 1433 | 1498 1466 | 3% 7| 2399
DAR | DAR
2| 21|k K
is1 ] 178 242 ;
381 sl 7| isis| a7e7| tes3| 12w | 1660 | T 4| 2741|2596} 6% 68%
173 | 160 26.7
1 71 1m1| 1607 | 1669 | 5% 7| 2532
170 | 197 265
9 6| 1700 | 1976 | 1843 | 10% 2| 2049
183 | 163 279
412 al 70 1ma| 67| 1736 | s | 200 | 9% 4| 2568 | 2095 | BB | T
251 | 244 348
7 4| 2517 | 2444 | 2481 | 2% 9| 13420
144 | 178 . 233
356 4 10(7) 1444 | 1780 | 1612 | 15% | 1399 | 239 161 2733 1 o180 | 19% | 61%
935 9 935 | 10791 1007 | 10% 0] 1832 '
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128 | 124 38
6| ol 86| 1240 1363 ] 13% 4| 206
157 | 268 349 | QOR
gl sl 1sm 1578 7L
71 DAR
35 L I I 1713 1602 | 19% 72%
120 [ 191
4| 20 1204) 1912 ] 1558 | 32%
125 | 107
al 6] wsal 1076 ues| 1%
130 | 141
312 ol 1l 1300| 1411] 1356 12% | 60%
159 | 134
21 sl 1se2| 1548 | 1570
156 | 135
s | 6| 1208 | 1356 | 1327
105 | 197
15.6 ST ess | 107 | 106 203 | 15% | 73%
175 DAR
2l sl imsalx
1A | 164
2| 2| e
53 [ 170
33.7 AR 2430 | 6% 2%
135 | 149
1357
352 2350 | 7% 67%
33.7 o | 122 | % 2"} SLor | 2106 | 6% 62%
316
5% 3| 28
10
3% 1| 3008
_ 353 .
34.7 LU WL | tass | asas | s | 1893 | 1% 31 jaay | 2859 [ 12% | 82%
200 | 214 297
3| “g| 2003| 2148] 2076 | 5% 7| 3128
778 | 161 774
6l 2| 176 | 1618] 1702 | 7% 0| 2545
i | 134 ~ 207
36 ol 3| 1320 43| sz} 1% | 1666 | 19% ol 2200|2602 14% | 72%
24| 178 32
ol ol 2140| 1789 1965 | 13% 0| 2743 |
51
g5 | 74| 85| 794| 35| % 3| 1315
L [da .,
378 07| 6t0| s37| a0 | 7mo| 10w | B | 1% o| 1093|1277 | 16% | 3%
i3
663 | 20| 66| 620| sa2| 5% 7| 1054
106 13 N .
333 sl 71 est| ez | sea | 3w | 94| 2% | 4| 1mas | 1765 | B% 53%
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