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1 ASSAY BACKGROUND

1.1  Theranos System Specification A

Thyroid Stimulating Hormone (TSH) is a glycoprotein hormone which stimulates th t r01d to
produce thyroxine (T4) and thriiodothyronine (T3) to stimulate metabolism. T ufre consists
of an alpha and beta subunit. The alpha subunit shares homology with FSH,,LH G There is
some homology in the beta subunits. TSH activates the thyroid gland to s{ﬁm}k\te} oduction and
release of thyroxine (T4) and triiodothyronine (T3). AN 6\\v

Diagnostic testing for TSH is usually part of a panel to test thyml(f fﬁi&(}t or{ This information can
be used to determine the causes of hypothyroidism (underactiye %yp’erthymldlsm (overactive),
and also track treatment of both conditions. The normal raﬁ in adults is 0.3-5ulU/mL and
in children, 0.4-19ulU/mL. Levels of TSH below 0.4u mL‘&rﬁ consistent with hyperthyroidism,
and levels above SulU/mL are consistent with hypoth disor, however standard medical practice
relies on confirmation of abnormal TSH results g ad\dmonal thyroid tests such as free T4, total
T4 and total T3, and should be interpreted in tl@ap’?@prlate clinical context.

TN A
!/ N \ ha BN \\
LD CNEN
1.2 Theranos TSH Assay Spec1ﬁc%t\1/ Ny N\\ \\
This assay is designed to detect TSH in human plag;m At rﬁm The assay has a
reportable range of 0.1 to 50 ulLJ d uses the WHO™ T rd\ ternational Standard (NIBSC

81/565) as a reference matemal’ ThngLOQ is 50 uIlfl(rEL LLOQ is 0.1 ulU/mL. The reference
S
interval measured by th¢ assayn\s;O 4-4 ulU/ml. N4

1.3 Referen&g\\ -

The IMMOE] OO(’)/Thlrd Generation TSH assay was used as a predicate method. EDTA plasma
is not an accepta sample type for testing on this platform. The assay reportable range is
0.04ulU/mL to 75ulU/mL. The presence of bilirubin (200mg/L), packed red blood cells
(30uL/mL), and triglycerides (5000mg/dL) has no effect on the assay precision.

2 REGULATION AND GUIDANCE

The qualification/validation of the ELISA assays on the Theranos device will be in accordance with
C.FR. Ch IV, § 493.1253 “Standard: Establishment and verification of performance specifications.”and
outlined in CLSI guideline C28A3.
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2 CALIBRATION

2.1.1 Acceptance criteria: For each run, a minimum of 75% of the back-calculat

mean values

2.1.2

2.1.3

Confidential

of the total number of calibration standards in the calibration range should ithin 100 £
20% (100 = 25% at LLOQ and ULOQ standards) of their nominal values anﬁ\rplmmum of
six unique standard concentrations must be within the assay range. P\ 7/ gf) o

Unless otherwise stated, each level was tested in replicates of ‘Q

A point is considered to be “dark count” if it results 1 in les{ t,lypr RLU All dark count
tips are highlighted in red and are excluded from me &re%gvery calculations.
A
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Table 1: Calibration 1 Complete Data (Edison 3.0)

This calibration set was used to calculate the concentrations in the Reference Range (3),

Comparability (4), Linearity (5), and Anticoagulant (7) experiments. Calibrator 1 andCalibrator 9
were confirmed with a second set of 3 replicates for higher precision at the LLOQand\UL 0Q.
Nominal Value All Tips Dark Exclusion Inter-Cartridge | Intra-Cartridge &?x{g’m{&n
[ulU/mL] Tipl Tip2 Tipl Tip2 Mean %CV | Mean %CV /’FQJ,AL ‘Tipff Mean %CV
200121 | 192135 | 200121 | 192135 | 196128 | 3% A ao\Ru_ - 56.52
50.00 227963 | 246101 | 227963 | 246101 | 237032 | 5% | 197580 | 18% *Q(Sk’ﬁ OORH | OORH | OORH
144630 | 174532 | 144630 | 174532 | 159581 | 13% | » (> Za]v38.05 | 49.18
244571 | 240814 | 244571 | 240814 | 242693 | 1% év}\\ \f’/ OORH | OORH
50.00 212201 | 246728 | 212201 | 246728 | 229465 | 11%TZHN52->10% | OORH | QORH | OORH | OORH
185753 | 232245 | 185753 | 232245 | 208999\ K6%¢ \ 53.78 | OORH
94065 | 114457 | 94065 | 114457 | 104261 ] > 2244 | 2830
25.00 92510 | 102698 | 92510 | 102698 | 97604 \7°/> 94621 | 13% | 22,01 | 2485 | 2259 | 16%
gasis | 70482 | sasie | 70482 Viafooo | 4% 19.86 | 18.55
41902 | 40473 | 41002 | agwrs--4mits’| 2% A 952 | 920
10.00 38587 | 42880 | 38587 {22@‘- V40738 | 7% }Q{sp»i\g% 878 | 974 | 913 6%
20797 | 36900 1380001 36900 NS 8.40
27043 | 24855 | 27643 Y 24855 | 25949 | 6% /NN N < | 623 ] 575
5.00 20700 | 18949 ¥ 20700\ 18949 | 19825 1 6% | (230881 14% | 484 | 446 | 536 | 13%
23870 AN 23707 ARk | 238904 N \\f 5.53
11560 | fap2d | Naseo | 10223 | 10802N 9%)| 281 250
2.50 1061971~ 10930 P 10619 | 10050 | 10335 496 | 10167 | 12% | 259 | 246 | 249 | 1%
7055 Feibsps | 7956 | 10595 | 9276 | 20% 197 | 259
AN agor %257 | 4402 | 5257 | 4830 [ 13% 110 | 132
1.0(/ < s 5109 | 3240 | 5109 | 4175 | 32% | 4739 | 17% | o080 | 128 L19 | 18%
AN sas | se23 | sa0s | so2s | soia | osw 136 | 126
1755 | 2460 | 1755 | 2460 | 2108 | 24% 039 | 059
0.50 3224 | 3072 | 3224 | 3072 3148 3% | 2604 | 20% | 080 | 075] 063 | 23%
2646 | 2466 | 2646 | 2466 | 2556 | 5% 064 | 059
1526 | 15250 1526 | 1525 | 1526 | 0% 033 | 033
0.25 979 | 1358 979 | 1358 | 1169 | 23% | 1349 | 18% | o017 | o028 028 | 25%
1138 | 1567 | 1138 | 1567 | 1353 | 22% 022 | 034
656 8 656 | DARK 656 0.08
0.10 686 746 686 746 716 | 6% | 696 | 7% 009 | 011 ] 009 | 13%
Data Lost
626 611 626 611 619 | 2% OORL | OORL
0.10 733 849 733 849 791 | 10% | 793 | 21% | 010 | 013 | 012 | 30%
903 | 1036 903 | 1036 970 | 10% 015 | 019
273 231 273 231 252 | 12% OORL | OORL
0.00 192 154 192 154 173 | 16% | 241 | 26% | OORL | OORL | OORL | OORL
329 267 329 267 298 | 15% OORL | OORL
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Table 2: Calibration 1 Summary Calculated Concentration

Any individual points that are considered “Dark Counts” were excluded and the me
concentrations at each level were calculated. After the exclusion of all “dark count¥ data points,

the %Recovery is within the acceptable range for all Calibrator Levels. PO
Calibrator Level Nominal Value [ulU/mL] Theranos Result julU/mL}| %CV ‘( 5/ N ) oRecovery
Calibrator 1 50.00 OORH OORH . ‘\_/,/’ OORH
Calibrator 2 25.00 22.59 6‘&(’\ 90%
Calibrator 3 10.00 9.13 5 N N 91%
Calibrator 4 5.00 5.36 / BENS 107%
Calibrator 5 2.50 249 <\/*>* V1%, 100%
Calibrator 6 1.00 1.19 S \\rs% 119%
Calibrator 7 0.50 0.63 LSO 23% 126%
Calibrator 8 025 028 \ N> 25% 110%
Calibrator 9 0.10 011 N, N\ 19% 109%
Calibrator 10 0.00 ooBL OORL OORL
’ L7

/“;,

Figure 1: Nominal v. Reported Concent(’aﬂohé

<.
This data shows the dark count excludc n‘%anéjoncentranon t/‘al\cul\tmn?i The 50ulU/mL level is
excluded because it is outside of }heés\éxr nge </

f‘\>
{ 57 s P

£/
Z

Nominal v. Theranos Result (ulU/mL)
25.00 4
y =0.8957x + 0.1842
,5 20.00 _ Rz = 09983
s
g 15.00
2 . € Mean Values with point
S exclusions
@ 10.00
[
o
@
£ 5.00
0-00 T T ¥ T T
0.00 5.00 10.00 15.00 20.00 25.00 30.00
Nominal Concentration
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Table 3: Calibration 2 Complete Data (Edison 3.0)

This calibration set was used to calculate the concentrations in the Blood Collection.Device
Comparison (6) experiments. Calibrators 9 and 10 were re-tested in replicates of 3\@\

confirmation. .
N\o,g;ﬁleal All Tips Dark Exclusion Inter-Cartridge Intra-Cartridge G‘oﬁ%iqn\f;@m
[ullU/mL] Tipl Tip2 Tipl Tip2 Mean %CV Mean Y%CV B i Mean Y%CV
228723 | 227658 | 228723 | 227658 | 228191 0% 55,83 M 55.32
50.00 211073 | 217373 | 211073 | 217373 | 214223 2% | 208782 ;DA< \50%5 52.37 | 4995 11%
188849 | 179017 | 188849 | 179017 | 183933 4% g ~’>{‘wf4.44 4179
110805 | 68531 | 110805 110805 TN 24
25.00 108448 | 118559 | 108448 | 118559 | 113504 6% | LATSN V% 23.84 | 2630 | 2464 | 5%
109198 139 | 109198 | DARK | 109198 AN O 24.02
50106 | 53073 | 50106 | 53073 | 51590 49 "\_} 1041 | 11.06
10.00 44469 | 45196 | 44469 | 45196 | 44833 1% "'-..,§?251 11% 9.17 933 | 1066 | 12%
58566 | 56095 | 58566 | 56095 | 57331 7z 1228 | 1173
21473 | 22821 | 21473 | 22821 224*47\%’31% A 428 | 456
5.00 24340 | 24160 | 24340 | 24160 | Baksy]} 1% 2343@\,-"%§\\\ 488 | 484 469 | 6%
22760 | 25019 | 22760 | 25031 “wsoat % . \\\ L 455 | 502
12006 | 14798 | 12906 | 14798 N 3852 10% ‘,/'"“\;‘_\;3 \’/ 252 | 290
2.50 6 50 | DARK /' DARKY. _ ,ﬁ\\ﬁoﬁ'@__\> 10% 254 | 10%
11818 | 12604 | 1188 /:/@W 12211 5% NN 230 246
4175 | 4356 | M s | 4266 | 3% ) ) 077 | 080
1.00 5683 | 5747 |~ BN 5147 |  smis 1% | A075 13% 107 108 | 095 | 14%
s116+ 8320 Cide | 5370 5243 3% 0.95 1.00
2810] 1 o~ 2NT5547 | DARK 2547 0.45
0.50 285 N %3 2852 | 2825 2839 1% | 2600 9% 0.51 051 | 046 | 10%
s 1964 | 2514 | 2264 2389 7% 045 0.40
2004 |> 1563 1563 1563 OORL 0.26
0.25 1220 | 1412 1220 | 1412 1316 10% 1506 13% 020 |  023] 025 | 15%
1730 | 1607 1 1730 | 1607 1669 5% 029 | 027
860 923 860 923 892 5% 013 | 0.4
0.10 657 609 657 609 633 5% 672 27% 009 008| 009 | 31%
485 497 485 497 491 2% OORL | OORL
1081 802 | 1081 802 942 21% 017 | 012
0.10 1040 955 | 1040 955 998 6% 867 21% 016 | 015| 013 | 27%
675 646 675 646 661 3% 009 |  0.09
189 200 189 200 195 4% OORL | OORL
0.00 194 262 194 262 228 21% 203 17% | OORL | OORL | OORL | OORL
170 66 170 | DARK 170 OORL
201 155 201 155 178 18% OORL | OORL
272 192 272 192 232 24% 205 24% | OORL | OORL | OORL | OORL
5 47 | DARK | DARK
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Table 4: Calibration 2 Summary Calculated Concentration

Any individual points that are considered “Dark Counts” were excluded and the mean

concentrations at each level were calculated. After the exclusion of all
the %Recovery is within the acceptable range.

“dark count"\a{\ points,

Confidential

\/?/‘; \/
Calibrator Level Nominal Value [ulU/mL] Theranos Result [ulU/mL] I~ ,\A: Y%Recovery
Calibrator 1 50.00 4995 KON 100%
Calibrator 2 25.00 24.64 N 5% 99%
Calibrator 3 10.00 10667 0 12% 107%
Calibrator 4 5.00 {9\ 7 6% 94%
Calibrator 5 2.50 wf\a\s 10% 102%
Calibrator 6 1.00 A A~ o5 14% 95%
Calibrator 7 0.50 NN, 46 10% 92%
Calibrator 8 0.25 N\ V025 15% 101%
Calibrator 9 0.10 > 0.11 26% 112%
Calibrator 10 0.00 {“ ) OORI OORL OORL
. A /‘ %
’/ fﬁ\ \\\“ ,-\\\\ \\
— \ /f \ 41\"%\ \\
Figure 2: Nominal v. Reported CO{m«;n\rqtmn SN Y
N S
This data shows the dark count gefq/ql\dqebmean concentrat] n‘«c\alcgfanons.
00, . NOminal v. Theranos Calculated
Concentration (ulU/mL)
I 50.00
E
on,
2
3 40.00 +
=
8
t 30.00 -
3
[ =
[
S 20.00
S y = 0.9839x - 0.0647
2 -
8 10.00 R?=0.9976
£
O
ﬁ 0.00 T T Y T 1
20 30 40 50 60
-10.00 Nominal Concentration (ulU/mL)
10
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Table 5: Calibration 3 All Data (Edison 3.0)

This calibration set was used to calculate the concentrations in Analytical Sensitivity, (8)
Interference (9) and Cross-reactivity (10) experiments.

N{)}r;;:;al All Tips Dark Exclusion Inter-Cartridge Intra-Cartridge C c‘éﬁﬁ‘q\m rk

[ulU/mL] Tipl Tip2 Tipl Tip2 Mean %CV | Mean %CV Tip L. { /P’i/p’} Mean %CV
139815 | 156819 | 139815 | 156819 | 148317 | 8% 43 I\a23

50.00 225762 | 185267 | 225762 | 185267 205515 14% 189710 19% /(}x\sg."é‘@k ~740.61 | 41.92 26%
231986 | 198608 | 231986 | 198608 | 215297 | 11% Ns587 | 44.63
97121 | 120433 | 97121 | 120433 | 113277 | 20% 1o A8 | 2593

25.00 105730 | 127043 | 105730 | 127043 | 116387 | 13% '>\L9f§/ 2054 | 2536 | 2572 | 23%
152051 | 159929 | 152051 | 159929 | 155990 | 4% 3150 | 33.55
59424 | 57801 | 59424 | 57801 58613 | 2% 11.08 | 10.77

10.00 60885 | 50778 | 60885 | 50778 55832 | 13% ] % 1136 | 943 | 1035 | 9%
56535 | 48315 | 56535 | 48315 52425 | 11% | ™ 1052 | 897
25245 | 24623 | 25245 | 24623 24934 Y5 2% 471 | 460

5.00 25190 | 25848 | 25190 | 25848 23*519\;\“}’\2% 26938 12% 4.70 482 | 5.02 12%
33221 | 27501 | 33221 | 27501 | {303y ) T13% . -~“~-f\\\ 617 | 513
15554 | 16689 | 15554 | 166891 Ni61227] 5% \\ . 205 | 315

250 7732 | 11551 s L Dissi 1370 0/‘%,"" 221 | 261 | 19%
10280 | 14447 | 10280 Y ) > 12364 | 2a%t O\ 198 | 274
6199 | 6110 | 619Y 7 6hied 6155 | Amh NN\ > 121 L19

1.00 sest | s3mo | S\ Nsso s370 | AN )s46” | 12% Los | 108 | 12%
4554 | 52481~ 4317 5048 901 | 1% 089 |  1.03
1862, 2s58 "< 882 | 2555 2209 | 22% 036 | 050

0.50 200 24532090 | 2453 2| uw| 290 17% 040 | 048 | 044 | 17%
72873 [N\ Tessd 2823 | 1958 2391 | 26% 055 | 038
195 2048 | 1959 | 2048 2004 | 3% 038 | 039

6.25 st > 13| 57| 13m 1446 | 7% 1554 25% 028 | 025 | 029 | 28%
1027 | 1397 | 1027 | 1397 1212 | 22% 018 | 026
393 803 393 805 599 | 49% OORL 0.13

0.10 749 697 749 697 723 5% 660 2% 012 011 010 | 18%
720 597 720 597 659 | 13% 0.11 0.08
244 356 244 356 300 | 26% OORL | OORL

0.00 273 224 273 224 249 | 14% 265 27% | OORL | OORL | OORL | OORL
159 333 159 333 246 | 50% OORL | OORL

11
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Table 6: Calibration 3 Summary Calculated Concentration

Calibrator Level Nominal Value [ulU/mL] Theranos Result [ulU/mL] YoCV Y%Recovery
Calibrator 1 50.00 41.92 26%_ 84%
Calibrator 2 25.00 25.72 23%L 103%
Calibrator 3 10.00 10.35 (9% A, 103%
Calibrator 4 5.00 5.02 Nf:\v{\z% ) 100%
Calibrator 5 2.50 2.61 A N9 104%
Calibrator 6 1.00 1.08 ON12% 108%
Calibrator 7 0.50 044 DN 17% 89%
Calibrator § 0.25 028>~ ) 28% 117%
Calibrator 9 0.10 016, Y 18% 97%
Calibrator 10 0.00 RN OORL OORL

Figure 3: Nominal v. Reported Concentration ’
oy
Nominal v Theranos Concentration
__50.00 - 0.5
Zio oo
% 40.00 ’ ¢
E 35.00
= 30.00
[l
-E 25.00
§ 20.00
8 15.00
8 10.00
[
& 5.00
(3]
ic_ 0.00 T L) H ¥ L] 1
0.00 10.00 20.00 30.00 40.00 50.00 60.00
Nominal Value {ulU/mL)}
12
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Table 7: Calibration 4 All Data (Edison 3.5)

This calibration was performed on the Edison 3.5 and qualified against the Calibratiqn 2 Data. All

precision data was analyzed using this Calibration set. \
N{);;‘i;aj All Points Dark Exclusion Inter-Cartridge Intra-Cartridge ()Oﬁ;cfﬁ’mtwh
[ulU/mL}] Tipl Tip2 Tipl Tip2 Mean %CV | Mean %CV Mean %CV
176010 | 172721 | 176010 | 172721 | 174366 1% ﬁ&RY—I\ 60RH
50.00 152990 | 163129 | 152990 | 163129 158060 5% 145561 },1%§ \54\3‘5 OORH | 5091 25%
94514 | 114004 | 94514 | 114004 | 104259 | 13% A { 9005 | 3746
101689 | 89269 | 101689 | 89269 95479 9% "ilk ‘\‘/ 32.65 | 28.02
25.00 94734 | 78166 | 94734 | 78166 86450 |  14% 89‘79\ 'y % 30.03 | 2407 | 2499 | 25%
68201 | 52689 | 68201 | 52689 60445 | 18%+ < Ny 2065 | 15.56
35840 | 44375 | 35840 | 44375 40108 | 159 \S}\_}V 1031 | 1293
10.00 901 817 -, 3P174 36% 891 37%
25060 | 19422 | 25060 | 19422 22247 12 18% 7.10 5.46
16534 | 17522 | 16534 | 17522 m&i‘j"?t% A 4.62 491
5.00 17716 | 20059 | 17716 | 20059 | {1&s%s | 9% 88 AN | 496 | sea| SO0 | 15%
B\ AN
13890 | 21579 | 13800 | 215791 s 3% N X 6.08
9943 | 10888 | 9943 | 10888 N “\ 18416 6% N \;\ SV 275 3.01
2.50 9885 | 8783 | 9885 ¥ 87 9334 8%~\f§§1€}x 8% 2.73 242 | 268 9%
9094 | 2118 | o0V DA o0 | /A NS 2.51
3065 | 2157 | 3065 7 3065 | N\ N ) ) 0.81
1.00 s | gl ol 3 3679 | 21%.) 4867 20% 1.14 082 103 | 21%
4866, 404k | <isés | 4047 4457 | 13% 1.31 1.08
& 7 esaN 564 | 2343 2454 6% 0.66 0.60
0.50 71930 douad 1930 2014 1972 3% 2074 16% 0.49 051 ] 053 17%
w70\ 1915 1679 1915 1797 9% 041 0.48
122% 1> 1108 | 1221 | 1108 1165 7% 0.28 025
0.25 735 962 735 962 849 | 19% 1196 29% 0.14 021 | 028 | 35%
1479 | 1673 | 1479 | 1673 1576 9% 0.36 041
465 429 465 429 447 6% OORL | OORL
0.10 577 604 577 604 591 3% 512 15% 0.10 0.11 | OORL | OORL
565 430 565 430 498 | 19% 0.10 | OORL
263 211 263 211 237 | 16% OORL | OORL
0.00 296 868 296 868 582 | 69% 356 71% | OORL 0.18 | OORL | OORL
256 239 256 239 248 5% OORL | OORL
13
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Table 8: Calibration 3 Summary and Qualification (Edison 3.5)

Calibrator Level Nominal Value foll)/mL] Theranos Result [ull/mL] %C‘&im YaRecovery
Catibrator | 56.06 5091 28% 12%
Catibrator 2 2506 2499 250N 100%
Calibrator 3 10,60 891 3Pha LY 8%
Calibrator 4 500 501 L& {00%
Calibrator 3 2.50 268 AN 107%
Calibrator 6 1.80 103 <. . S 21% 103%
Calibrator 7 0.50 053 L N s 17% 105%
Calibrator 8 825 0% YOS 35% 1%
Calibrator 9 0.10 OORL, \ o~ OORL OORL

Calibrator 10 £.00 o jooR S GORL OORL

Figure 4: Edison 3.5 v Nominal and Edison 3.0 mg}(@ / N

Yersion 3.5 correlates well with both the Nomis shees and the Edison 3.0 Results,

BECQSRATY.

£0.00 - Edison 3.5 Qualification
v = (,9835x + 0.1997 .

50.00 - P
o R? = 0.9994 Pt
&
o,
= 40.00 -
b=
= Ramninal
g
w® 30.00 - {3 Edison 3.0
§ Linear {Nominal)
& 20,00 -
& R e Linear {Edison 3.0)
b
g 10.00 -
8 y = 0.9446x - 0.1524
& R? = (.9845

0.00 : ; :
£1.00 10.00 20.00 30.00 40.00 LI SO0
-10.00
v.3.5 Concentration Result {ulli/mi}

Confidential
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4 REFERENCE RANGE
To verify the accuracy of the Theranos System, the reference range was tested and compared to the
results from the predicate method. According to CFR. ChV, §493.1253 “Stand: slishment
and verification of performance specifications” and outlined in CLSI guideline C28A3, |
developing test methods need to verify the measuring interval. Additionally, b
measuring interval, clinical laboratories can ensure that the calibration of th
procedure is correctly applicable over the range in which they report pati
measuring interval they are obtaining in their Iaboratory is comparabls : )
manufacturer in the pmduci‘ msert. A measuring interval consists of uneric values between the
lower and upper numeric values for which a method can prodfce, quh’ﬁman ve results suitable for
clinical use. The normal range of TSH in adults s 0.4 -4uELf1f1L }m}}aﬁ euthyroid donors should
have levels within this range.

cartridges tested.

N e
Table 9: Normal Patient Sasnples
“/W

Confidential

Reporied Mi E ips . liﬁ'ﬁr&;@iélusion Inter-Cariridoe intra-Cariridge Concentration
YValue des
{ull/mb) ”iap( ﬁ}si Tin2 Rean | %{Y &ean %Y ¢ Tipt T2 BMean %Y | “hRecovery

e 9125 | 9589 | 9387 4% 225 236

0.934 95879 9579 o83 9782 3% 1 9723 7% 233 245 ¢ 139 7% 256%
G058 11002 G058 | 11002 § 10030 14%; 223 2.68
6572 5741 6572 5741 6157 i0% 1.64 .44

$.576 4440 3414 4440 5414 1 4927 14% | 5195 {7% P4 .26 1.30 17% 226%
4239 4766 4238 4766 45013 8% .06 £.20
3719 4036 3719 4036 3878 6% 093 R

0.34 398} 3386 3981 3386 § 3684 P1% 1 4249 {8% 099 0.84 1.06 18% 313%
5199 5175 5199 5178 5187 0% §.30 130
301 348 39} 348 328 10% OORL | OORL

OORL 267 252 267 260 4% 279 15% | QORL | QORL | QORL { QORL OORL
283 225 283 254 16% GORL | OORL
26773 26773 1 20773 4 86

{89 182568 {8268 | 18268 17972 12% 4.3 4.24 1% 224%
{6880 15966 | 16880 15986 § 146423 4% 4,00 3.80

0.503 3837 4211 3837 4211 1 4024 7% | 3943 &% (.96 13 0 098 6% 196%

15
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3 39 | DARK | DARK
4012 1 3710 4012 L 3710 1 3861 % 092
5636 | 5756 . S636 | 5756 1 5696 1% 1.44
0541 S600 . SSL1 . 5600 | 5511 5556 1% | 5680 | 3% 138 142 3\ 263%
5898 3 5808  DARK | 5808 P A
5188 3493 | SIRR | 5463 1 s34t 4%, el
0.526 4958 | 4786 | 4958 47R6 | 4872 1% | S060 | 6% 241%
4687 5246 . AGBT | 5246 1 4967 8%
3669 | 59808 | 3699 . S9%98 1 31799 | 125%
0885 1 10806 | 11682 | 10806 | 11682 | 11244 5% | 18430 107% 491%
12673 | U823 | 12673 | 11823
5616 5616 | DARK
0.71 283 6839 6839 11% 236%
7310 7275 L 7310 | 7275
9720 . 9136 . 9729 | 9136
0.987 8787 . 8916 1 8787 | 8916 6% 220%
8611 8041 | 8611 | 8041
9702 | 9468 | 9722 | 9468
0.823 7967 | 8825 . 7962 | 8RS 8% 273%
9615 9615
4431 | 4059 | 4431
(448 $458 | 5934 | 54581 14% 274%
4975 | 4522 | 4079}
4895 MRS Bsa
0.445 6450 L sase 6079 132 | 1% 296%
4629 | Jagm b o | asol
13645 | 1E0T2R 136485 15072 1 14350
0 896 9752 A N7RT L WF 11785 1 10769 3% | 12015 | 16% 286 291 | 15% 325%
(018 0 1081 kG FI0I9 | 10817 | 10918 1% 2.64
SEh 4. N2 6594 | 6321 1 6458 3% §.5%
0.626 6714 | NSE40 | 6714 | S840 1 6277 10% | 6456 | 14% 146 0 L6 | 14% 288%
7970 | 5285 | 7979 1 6632 29% : 08
5025 | 4300 | 5025 1 4663 1% £ 26
0512 6334 334 1 6334 | ADIVAN | 5149 16% 1580 129 | 16% 252%
4515 0 5573 0 4515 1 5044 15% RE
7904 | 732 ¢ 77041 7513 4% £ 91
0618 5183 | 6914 | 5183 1 6049 20% | 6268 | 19% $30 0 157 | 18% 254%
5074 0 5413 1 50741 5244 59 127
3972 | 4125 | 3972 | 4125 1 4049 3% £.03
0339 3241 3800 | 3241 . 3800 1 352 1% | 3676 | 10% 695 091 | 10% 270%
3592 | 3324 | 3502 3324 | 3458 59 .82
7651 7646 | 7651 | 7646 1 7649 0% 1.90
0.635 30 (99 | DARK | DARK 7649 1 0% 186 | 0% 290%
2 % . DARK | DARK
16
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Table 10: Reference Range summary

Sample ID Reported Value [ulU/mL] Theranos Result [ulU/mL] %CV % Recovery
Patient 1 0.934 2.39 7% <, 256%
Faticnt 2 0.576 1.30 7% ™. 226%
Patient 3 0.34 1.06 8% LN\ 313%
Patient 4 OORL OORL ~QURLO 4 OORL
Patient § 1.89 424 e 1% 224%
Patient 6 0.503 0.98 PO 196%
Patient 7 0.541 1.42 A 3% 263%
Patient 8 0.526 1.27 Lo NP 6% 241%
Patient 9 0.885 434 I T 107% 491%
Patient 10 0.71 169 <, o 1% 238%
Patient 11 0.987 2019 S N 6% 222%
Patient 12 0.823 NN D 8% 273%
Patient 13 0.448 < L3 14% 274%
Patient 14 0.445 ] N\ 132 13% 296%
Patient 15 0.896 et 291 15% 325%
Patient 16 0.626 N L6l N 14% 258%
Patient 17 0.512 A~ N\ 1.29 W\ 16% 252%
Patient 18 0.618 Py 1574 DAL N\ 18% 254%
Patient 19 0.339 RN 09N\ Ny Y 10% 270%
Patient 20 0.655  _~~N\_ N L0, \>) < 0% 290%

N Y
A ,> C\\>f
4 PRECISION ¢ (O CNAT

The precision of this as!say:‘ @sted over 5 days mxg\ir/mﬁg and evening shifts. One run consists
of 9 total replicates ;Leaé‘ti; B analyte levels. During each shift 2 runs were performed. The data
shows the precigio

@ﬂs’s'ay on the Theranos System.

Y . .
4.1 Theépqg\\yl\fl\tﬁclude scatter plots, precision summary tables and conclusions about the
performarncg’elaim(s) regarding within-run (repeatability), between-day, between-lot and
within laboratory precision.

4.2  Acceptance criteria: The %CV of replicates at each concentration of the samples should not
be more than 20% (25% at LLOQ and ULOQ) for ELISA assays.

Calculated concentrations in the precision experiment are based on the mean RLU of 3 cartridges
tested excluding outliers and dark count tips. All clinical samples will be analyzed in this manner.

17
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Figure 5: Level 1 % from the Mean

AN

Level 1

100%

50% .
o
T Py e® “. @ [ J ‘
= ee® © KX

. _

2 °® ° o ® e
\o\o . . .. .. : @

-50%

-100%

Figure 6: Level 2 % from the Mean . §‘\:\“'j/'; NN \\
AN\
Level 2
100%
50% ®
®

N . o o.o ® ‘
8 ®
g b . ® o8 o ® ® ,
E % ®eg e ®ge W 0 _ o,
5 . @ ® o P oo % o
= L 2N e & ® ® ¢

-50%

-100% e e e+ e e
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Figure 7: Level 3 % from the Mean

Level 3
100% |
®
®
50% * 2,
[y @ 4
8 @ .. [ ] @
L L ®e [ )
£ ® oo o B
R ®
& ® 0 e,
-50% e ®
100% b
AN N
. : PPN -\ )
The precision data is summarized in¢hetable below: e
./““:\\ N N\
S N o S
Table 11: Precision Summ?\ryfv?f@ e (/ {f\&\>\f
,\ s\...,// Ay \ } ; )
Level(ulU/mL) | Precision (%5). o/

02 | 4 <8

2P o018
20 NN 19

Confidential
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5 ACCURACY/COMPARABILITY

To test the accuracy of the assay on the Theranos System, 103 unique patient samples were
screened on the predicate method (Siemens, Immulite) and testing on the Theranos(System. of
these samples 51 were within the reference range (0.3-5ulU/mL), 27 were below ;h\ rence
range, and 25 were higher than the reference range. Based on the results of the data é}m&ma‘uon
either a simple linear regression or alternative procedures were used to estmya‘te\elécﬁéptéd (average)
bias and the confidence interval of expected bias at the desired medical deli e\v"el(s) as per
CLSI guidance EP09-A2. StatisPro was used for bias calculations. Th€s¢ éstitpites were compared
with internal criteria to judge the acceptability of the Theranos method:-Edgh sample was run in
replicate on the predicate, and the average used for compans%il@/]{ﬁeranos method. Some

1

samples were stored before analysis on both methods. If the e interval for the predicted
bias includes the defined acceptable bias or if the acceptable b greater than the higher limit of
the confidence interval of the predicted bias, then th. de fm 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 S ata\ac medical decision level was determined
based on the total allowable error (TEa) minus {hﬁnéasured precision at the level closest to that
decision level. Total allowable error (TEa) s"‘tanen from CLIA pr@ﬁ*clency testing criteria for

acceptable analytical performance, as prin d-in )he Federal R/Q&;\Ee‘bruary 28,
1992;57(40):7002-186, when avallabi‘e.(\> -

count tips. \_,
// /“> ,4 ‘\‘*«—/

Vs \

LS >

A (N 2)
Calculated concentrations are ,hasédfp P/i e averag,e,RLU &Wldges excluding outliers and dark
/

20
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Table 12: Clinical Correlation Historical Data

During the development process, clinical correlation was performed. This data was.tetrieved from
the ELISA Assay Development documents. %\

Sample 1D Reported Value julU/mL] Theranos Result [uIU/mI,f/,w, ™ > % Recovery
TSHOI 0.749 0.72 LAy e 96%
7 ¥
TSHO2 0.925 0.87 ./ L/ 94%
TSHO3 0.943 09K NN\ 97%
TSHO4 175 1028C N 130%
TSHOS 1.87 P 45%
TSHO6 1.6 NN 136%
TSHO7 1.58 S g 188 117%
TSHO3 213 Ny 226 106%
TSH09 3.25 NN 7 54%
TSHI0 25.8 NN\ 30.34 118%
TSH11 2.85 NN 2.87 101%
TSH12 348 > 3.13 90%
TSHI3 4.63 SZ 4.08 38%
TSH14 6.99 N .48 93%
TSHI5 5.17 { OV L\ 5%9 110%
TSH16 028 /7 N7/ NS D29 104%
T o T‘
TSHI7 0025 NN\ J . 005, 200%
"~ H <.
TSHI8 TN\ AN\ 014 90%
TN RN s
TSHI9 T / NV 086 113%
TSH20 PARaE L Al U 1.79 61%
TSH21 N, N0.62 NP 114 119%
TSH22 [ 2o S 114 113%
TSH23 A\ X 3.11 124%
N ~ R

Table IS:éQQi\SéMple Predicate Method Correlation Summary

Sample ID \\f Reported Value [ulU/mL] Theranos Result [ulU/mL] % Recovery
N1 4.44 3.63 82%
N2 5.15 3.17 62%
N3 4.14 4.44 107%
N4 4.87 4.18 86%
NS§ 3.97 0.38 9%
N6 4.79 3.60 75%
N7 1.91 131 68%
N8 2.40 2.11 88%
N9 3.07 3.19 104%

N10 1.96 1.83 93%
N1t 4.32 3.69 85%
Ni2 1.17 1.25 107%
N13 0.99 0.88 89%
N14 395 3.18 81%
N15 0.90 1.00 111%

21
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N16 1.55 158 102%
Ni7 3.28 2.64 80%
Ni8 1.45 167 115%
N19 0.59 0.44 L\ 75%
N20 2.23 146 N 66%
SM1 122 139 Z NO\UA%
SM2 115 1.06 VD 92%
SM3 2.53 2.96 A ,‘\./ 117%
sM4 2.00 197 L ON W 99%
SF1 0.86 094 SN N/ 109%
SE2 2.18 227 e 104%
SF3 0.66 [Naet VT 103%
SF4 2.98 3 288~ 100%
SF5 1.97 £ gs 7 100%
1 0.49 A O\ D60 122%
2 2.76 SN N 268 97%
3 1.19 ¥ 138 116%
4 0.89 7 094 106%
5 111 =) 1.00 90%
L1 023 N 034 N\ 146%
L2 026 L L5} 253N 97%
13 005 N “QORL™~. \ OORL
L4 o £ RORDN, OORL
LS f",i,~,0b4\§ o 500%
L6 ﬂ‘\vxjf'ﬁ‘.;lz,'}* A~ NN \018 107%
7 L 029 Ly Y Yos0 101%
L8 ‘”’"\\ 0.10 T /009 94%
L9 224 oas 0.20 112%
LI NI 0.13 0.14 102%
Lil " 3> S 0.31 0.28 89%
L2 N 3.52 3.68 105%
L N S 331 3.86 117%
L4 SN\ 0.24 045 190%
L15 0.06 OORL OORL
L16 0.06 OORL OORL
L17 0.20 031 159%
L18 0.15 025 171%
L19 0.31 042 137%
120 0.30 032 109%
121 0.03 OORL OORL
122 0.01 OORL OORL
123 0.13 0.11 85%
124 0.19 0.38 199%
1.25 0.36 0.41 116%
L26 0.05 0.23 486%
1 33.30 37.65 113%
H2 35.30 46.63 132%
H3 21.70 21.79 100%
22
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H4 40.30 46.98 117%
H5 6.67 6.43 96%
H6 9.08 10.96 121%
H7 11.30 15.77 140%
HS 11.30 11.68 o 103%
HY 16.70 19.40 7 “‘=\1R%
H10 447 725 V) S 162%
Hil 11.40 11.91 A A ‘\.,/ 104%
HI2 10.10 9.83 O NN 97%
H13 16.50 1671 S5 N/ 101%
H14 6.12 5097 SN D 83%
HIS 9.85 Dok VT 56%
H16 7.63 2 5851 e 74%
H17 10.60 ROT 76%
H18 10.70 FON Y4 85%
H19 16.90 LN 13.68 81%
H20 9.12 N 95%
P
Table 14: Bias Correction ,Nl\,:? i A

Only values less than 20ulU/mL were use&&éorrect for blasfﬁét@en fhe Theranos System and the
predicate method. AN f\\\ ™~ )
Predicate Method T he;a‘nbsthst}m PrcdmtpMe‘thod) »./ Theranos-Corrected

4.44 [ A3 TN 3.88
5.15 A ..‘> kS { (”"\ 081y 3.40
4.14 ﬁ\ A4 N 470
4.87 s 4.18 o 487 4.44
3.97 NV 038 3.97 0.53
479 SN R 3.60 479 3.84
19y 7 NN\ 1.09 1.91 1.26
Za N N\ 2.11 240 231
307 - 3.19 3.07 342
196 N 1.83 1.96 2.02
432 3.11 432 334
1.17 0.82 1.17 0.99
0.992 0.88 0.99 1.05
3.95 3.18 3.95 341
0.904 1.00 0.90 1.17
1.55 1.58 1.55 1.76
328 2.64 3.8 2.86
1.45 1.67 1.45 1.86
0.588 0.44 0.59 0.60
223 1.22 2.23 1.40
1.22 0.68 1.22 0.84

115 0.70 1.15 0.87
2.53 2.96 2.53 3.18

2 197 2.00 2.17
0.864 0.78 0.86 0.94
2.18 227 2.18 247

23
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0.655 0.55 0.66 0.71
2.98 2.98 2.98 3.20
1.97 1.98 1.97 2.18
0.49 0.48 0.49 < \0.65
276 0.93 276 S 110
1.19 138 1.19 N
0.89 0.94 0.89 LA T
111 1.00 111 7 NL T/
0.231 0.34 0.23 K. WS s 049
0.262 0.25 0.26 AR 0.41
0.038 0.19 0.04 AN 0.34
0.168 0.18 017 [ (DN 0.33
0.294 0.30 0do V>N ¥/ 045
0.098 0.09 0D~ A 0.24
0.18 0.20  Aoags O 035
0.134 0.10 NN O 025
0314 0.28 03t 0.44
3.52 3.68 3.52 3.92
331 3.86 A, 331 4.11
0235 0.45 Nz 0.24 0.61
0.197 031 o N 0.20 <\ 047
0.146 025 L 3| 018N\~ \ 0.40
0.307 033 . O 031 N\ ™~ 0.49
0.298 018 SN 30NN S ¢ S 0.33
0.132 OTEN > e L0 S 0.26
0.191 L0087 7 BT 0.54
0355 ¢ o LN 03y 0.57
0.047 SN\, 023 N .05 0.38
6.67 1 524 439 6.67 4.65
9.08 R Y/ 7.36 9.08 7.69
11375 O\ 15.77 11.30 1633
us R 11.68 11.30 12.13
Fer ™ 19.40 16.70 2005
447 N 725 4.47 7.59
14 11.91 11.40 1237
10.1 9.83 10.10 10.23
165 16.71 16.50 1729
6.12 5.09 6.12 5.37
9.85 5.55 9.85 5.84
7.63 5.61 7.63 5.90
10.6 8.07 10.60 8.42
10.7 9.14 10.70 9.53
16.9 13.68 16.90 14.18
9.12 8.64 9.12 9.01
0.749 0.72 0.75 0.89
0.925 0.87 0.93 1.04
0.943 0.91 0.94 1.08
1.75 228 1.75 2.49
1.87 0.85 1.87 1.02
16 2.18 1.60 238
24
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1.58 1.85 1.58 2.05
213 2.26 213 247
325 1.77 325 1.96
2.85 2.87 2.85 ~3.00
3.48 3.13 3.48 36
463 408 4.63 /o N\A33
6.99 6.48 6.99 LAY/ 680
5.17 5.69 5.17 A 599
0.28 0.29 0.28 K 0.45
0.025 0.05 0.03 PN 0.20
0.155 0.14 0.16 TN 0.29
0.761 0.86 076 { 7. 1.03
2.95 1.79 295 o\ &~/ 1.98
9.62 11.40 N 11.84
10.1 11.40 A0\ 11.84
251 3.11 {i\\.‘ \i\ﬂ\/ 3.34
N N
Figure 8: Theranos system v. Predicate Method Result.”
AN
Theranos vs Predicate Method
\
25.00 A
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B
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Predicate Method Result [ulU/mL]
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Figure 9: Theranos-Corrected v. Predicate Method

Theranos-Corrected vs Predicate Method

25.00
o y = 1x - 3E-06
2:
?Ei 20.00 R?=10.9205 @
5 . .
E e ®
@ oo &
% 10.00 o ®®
o et L
& e e °®
& 5.00 Peg ® @
- -
E M
0.00 e
0.00 5.00 10.00 15.00 20.00
Predicate Method Result [ulU/mL]
Table 13: Method Comparison Summa ANE
A SN
. Method Comparison / SN
Level (ulU/mL) Preeision(%) Total Errqf‘(%)\ Allowable Bias (%)
0.2 4 ,:2&) ) ™ \3\2 »\_} < 4
2 18 L j22 4
> 19 .7 74 5
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Figure 16: Scatter Plot CLSI guideline EP§9-A2-IR section 4.2

Soatier piot

CL & guoewng SRIF.AIR secton 4 2

3
E2

Theranos (nginl.}

o
[
5
3
"
3

27

Confidential THPFMO0005699624



TSH ELISA Assay Report Document Number:

Revision: A

Yahidation Diocumend Effective Date:

TSH - ELISA Assay Validation Report on Edison 3.X Theranos System

Figure 11: Difference Plot CLSI guideline EP09-A2-IR section 4.2
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Table 16: Comparability C kvﬁ e ??ﬁ%&&‘ 21 5 %g:ix

Comparability

CLG guoeing ERGR.A0F gecton T

Allowable

LeveliD Yalue Difference 5E 85% 1 difference
1 4.00000000 -015058161 (064224528 338874292 10 0.023771 01600000600
2 1130000000 -041743502 0246340508 309707408 10 0.07483 B.565000000
3 23.00000000 -084513188 (520139028.38454047910 019428 1. 150000000
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Table 17: Ordinary Linear Fit CLSI guideline EP39-A2-1R section 5.1

@nﬂmaw Sme«arﬁt
£ 85
FParameler  Estimale SE 85% Ci
Constant (intercepty 000436058 0.07924834016272175510 0.15400
Proporiional (slops) Q083 §.0238 0.81810 1.0

Syx 0576442281

¢ DILUTION LINEARITY

Sample H4 was sclected from the Accuracy/
total of 8 points to test the linearity, H4 ¢

nominal values of each level were calculs
predicate method (Siemens Immul
compared to the nominal conceniy
100 £ 20% (100 = 25% at LI
the R* value should be groak

thc Theranos %ystem and
wery should be within
inad value, and when plotted,

Calculated concer il on the average RLYT of 3 cartridges excluding outliers and dark
count tips, Whe w nominal values to the Theranos results, the linearity is acceptable.
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Table 18: Dilution Linearity

Sample Al Tips Drark Exclusion Inter-Cartridge intra-Cartridge Concentration l’uiljmej{ o
{ulll/mll § Tipl Tip2 Tipl Tip2 Mean %LV | Mean %CV § Tip i Tip 2 Mean™, | SV | %Recovery
169907 | 191659 | 169907 | 191659 | 180783 | 9% 4735 | 5631 NN
40300 1 169620 | 164591 | 169620 | 164591 | 167106 | 2% | 155458 1 19% | 4724 | 4530 6053 \g«&/ 104%
£13319 | 123651 | 113319 | 123651 | 118485 | &% 27.95 A
81539 | 83797 | 81539 | 83WT | 668 2% 1908
20150 93860 | BIRI8 . 03860 | 81818 | 87839 | (% | 82256 | 8% | 73387 9% 96%
79453 | 73066 | 79453 | 73066 | 6260 | 6%
31680 | 35774 0 31680 | 35274 L 377 8%
10978 30 5 | DARK | DARK 827 1 14% 82%
42045 50 42045 | DARK | 47043
16515 . 15656 | 16515 | 15656 | 16086
5638 18972 | 20164 | 18972 | 20164 | 19568 433 | 1% 86%
21076 | 17788 | 21076 | 1778% | 19432
10257 1 9562 | 10257 . 9362 1 9910
2519 12424 | 11705 | 12424 | 11705 | 12065 27 1 1% 1%
12868 | 12145 12868 @ 12145 | 12567,
4578 | 5497 | 4578 . 5492 | 5085 3% 40 e
1259 5437 1 SSS0 0 5432 ©  S850.4 . 5480 29% NI 1300 1 | 8% 102%
4685 | S102 4685 | SMQL N8 6% NN 108
2532 1 2894 | 2532 | 7894 W ONITI3 L 9% . NP estl e
0.630 2611 1 3091 dosd 17 2851 | 12% ¢ B 663 | 0760 074 | 14% 117%
3426 | 3457 | 3442 1 1% 085 | 086
299 323 ¢ 3110 8% e QORI | OORL
0315 301 Lo BB 3117 4% . 333 | 12% | OORL | OORL | DORL | OORL | OOCRL
340N age. N\ 94 376 | 11% OORL | QORL
NN
Ky Vs e

Table 19: Diln

Linearity Summary

The nominal dilution levels were calculated using the predicate method result for Sample H4. The

reouvery is acceptable once dark count tips were excluded from the mean calculations.

Confidential

Sample ID Nominal Vatue [ulU/mL} Theranos Result folli/ml} b YeRecovery

High Patient Sample 40,360 4150 26% 104%
172 26150 19.27 9% 6%

14 16.073 827 14% 2%

/8 $.038 4.33 11% 86%

116 2519 279 11% 111%

1432 1.259 1.2% &% 102%

1/64 £.630 (.74 14% F17%

1/128 8.315 OORL OORL CORL
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Figure 12: Dilution Linearity

Predicate Result v Theranos Result
45.00 - y = 1.0314x - 0.527 .
oy :
4000 - ]2 = 0.9962 e
E
I 35.00 -
3
e 30.00 -
8 -
2 2500 -
e
E 20.00 *“‘“E
b s
g 15.00 -
= 10.00 -
8 0
& ”
§ 5.00 {“;E
* o00 B . : : : ; : :
b 5.00 10.00 15.00 2000 2500 3000 3500 4000 4540
-5.00 -
Concentrations Calculated using the Predicate reported HE result {ulifmi)
<

1ON DEVICE (BCD) COMPARISON

olume obtained from a fingerstick is sufficient only for testing on the
: not in the predicate method, a second verification of the reference range was

ed fingerstick blood snd venous blood, The normal range of TSH o adulis

20 unique patients donated 2 venous tubes of blood and 4 fingerstick samples. Out of these patient

samples one tested outside of the reference range. Overall, 95% of the patient samples fell within
the reference range.
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Table 20: Venous v. Fingerstick

All Tips Dark Exclusion Inter-Cariridge Intra-Gartridge
Sample Type Tipi Tipd i Tipd Tip2 Mean eV Mean %CY ™, | Mean WY
Venous | 2990 2693 2990 2693 2843 7% 3390 . A >
Yenous 2 31563 43312 3383 4382 3938 13%
Fingerstick | 4209 4460 4209 4460 4335 4% ’ 3743 159
I3 (1]
Fingerstick 2 1502 4201 3502 4203 3833 13%
Fingerstick 3 3964 & 3964 | DARK 3964
Fingersiick 4 3391 1889 3391 3889 3640 10% -
Yenous | 3445 3733 3445 3733 3589 i, éfi%
Yenous 2 3059 4507 3059 4407 3983 1 309,
Fingerstick 1 3861 3986 3851 3986 3924~ '-}_"\2‘?;{‘_5 o
1 ' & o 375} 14%%
Fingerstick 2 3348 4249 3348 4249 1 3’7§9’ s Vi . o
" P 3733 0%
Fingerstick 3 3220 688 3220 s, . \véfi-’i Moo
Fingerstick 4 3484 4027 3484 '
Yenous 1 2764 3338 2764 12%
(]
Yenous 2 3248 3716 3248
i ick 3
angcrsgck i 3371 3102 3372 1083 199
Fingerstick 2 3050 3103 343G 10
: 11%
Fingerstick 3 2698 2436 2668
Fingerstick 4 \ .
Yenous 1 477G 3t/ -~ BRI8 L ! ) o
N s et S 33%
Venous 2 6452 3363 37 { bl 3363 1 A0S 45%
Fingerstick 1 4287 a4y B Sd287 4401 1 N 4B4d 2% 4508 155,
Fingerstick 2 $i76 1 7 ,..«4965 s 5176 4906 § .. 5041 4% 4780 g
R 7 189 i
Fingerstick 3 A%0L 4 4dde 4901 4586 4894 0%
Fingerstick 4|~ 5000~ \4861 5090 4661 4876 6%
Venous | o1 ¢ ABSR™ v 4858 5098 4978 3%, s o
g N 48 7
Yenous 2 -, \4466‘ s 4868 4465 4968 4717 8%
Fingerstick } \ ﬁﬂ 3838 4133 3835 3084 5% 4478 .y
&9
Fingerstick 2 4287 4308 4237 4308 4298 0% 4263 139
T S/
Fingerstick 3 3363 4462 3353 4462 3913 20%
Fingerstick 4 5021 4931 5021 4931 4376 1%
Y 3 9 2
enous | 7845 2142 7846 €142 79594 3% 7004 19,
Yenous 2 4 24 ¢ DARK DARK
Fingerstick 1 10633 3046 10633 9046 9840 f1% 7067 17%
. N 4 . ()
ijzcrst?xk 2 6673 7098 6673 7098 6336 4% 7953 0%
Fingerstick 3 ’
Fingerstick 4 7672 R6E2E 7672 [S) 7148 §0%
/el & { 5% .
Yenous § G667 6233 ‘ 66 ’I 5233 6!_@5(} 5% 6168 10%
Yenous 2 5270 6501 5270 6303 5887 {5%
ingerstic 7 & ] v 24%;
F%neerst?gkl 5489 7 5; 480 7751 G620 4% 6481 3%
Fingerstick 2 4 45 § DARK DARK .
; : - £650 15%
Fingerstick 3 7156 7761 7138 7761 7459 5%
Fingerstick 4 6230 357384 6230 5781 50461 5%
32
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Venous 1 2785 1460 2785 3460 AL 1% g5y 17%
Venous 2 3372 4249 3572 4249 3911 12%
Fingerstic 3 5 3 54} 304 -, .
F?ngcrﬂ%u%l 306; ,94i izgi 3?:; ;;3; 11? < 336 139
Fingerstick 2 297 3103 2 3% 17536 goy \
Fingerstick 3 3147 3328 3147 3328 e
Fingerstick 4 3296 3440 3296 3440
Yenous | 7735 8063 7733 8663
YVenous ? 2033 7557 8033 7357
Fingerstick | 9497 8840 9457 8540 .y
il
Fingerstick ? 6250 6668 6250 6668
Pingerstick 3 5668 8926 8668 8926
Fingerstick 4 8417 7510 8417 7510
Venous 1 574 19934 19934
A R 4 22391 10%
Venous 2 22646 | 24594 22646 594 | o~ 28600 6%
s N - 2 <
Fingerstick 1 18601 20793 15@ _ 180 18573 19%
Fingerstick 2 13682 15495 13682 15495 4530 %% yam 179
295 o,
Fingerstick 3 13682 15495 13682 14589 9%
Fingerstick 4 19919 19511 19919 19715
Venous } 3888 3851 4850 17%
i
Yenous 2 4877 5317 5097
Fingerstick 1 23601 3 23601 . 13725 54%
Fingerstick 2 12001 20793 193977 N 189
N ' 78
Fingerstick 3 13682 e < = o
Fingerstick 4 19919 £ “197\?51 ;
5 55 0Ly %
Venous | 103154 115831 :_"\m_; 3 8% sie7 | 240
Venous 2 131109 | 176673 1 ~.153891 21%
Fingerstick 1 1263794 % Uisafo/ 125476 125925 1%
gee AT, 281 22 2 21830 1 19%
Fingerstick 2 AL TS 123031 111195 117113 % 37 "
3 N 5 N ) i Yo
Fingerstick3 1 _100682°, /89607 100682 89607 95145 8%
Fiogerstick £ 3\1\69@%--«-.- C 143129 116003 143129 129566 15%
5 ", 5, 5432 5 54 5 % 4
Yenous | ,3511 543 611 432 3522 2% 5046 1%
Yenous 2 4524 4518 4524 4618 4571 1%
Fingerstick | 4962 4901 4952 4901 4932 1% 5157 129
v i)
Fingerstick 2 3888 5049 3888 5949 4919 30% . )
' : : : $213 1%
Fingerstick 3 5791 §754 5291 5754 5523 %
Fingerstick 4 5516 5441 5516 5441 5479 1% |
Yenous 1 7337 7887 7337 7887 7612 5% 007 V3%
i v
Yenous 2 5710 7095 5710 7095 6463 15%
Fingerstick 1 6635 7644 6685 7644 7165 9%, 7157 10%
- o (]
o = g y Q.
f{maersggk 2 6478 7123 5478 7123 6802 7% 043 4%
Fingerstick 3 1466 8258 §255 8235
Fingerstick 4 7150 7323 7190 7323 7257 %
Venous 1 2851 2762 2851 2762 2867 % 70 s
3 - G
Venous 2 2710 2515 2710 25158 2613 5% 2331 179
s 70
7 ick 1 2 { 2 7
%ngcrst%g 31 370 | DARK : 378 2370 2678 14%
Fingerstick 2 1763 1808 1753 1808 1786 2%
33
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Fingerstick 3 2038 52576 238 2038
Fingerstick 4 2039 2449 239 2449 2244 13%

Venous | 8405 6768 8{593 6768 7633 mfe/f. 0464 . <

Venous 2 8302 L0287 8302 10287 9795 15%
Fingerstick 1 7743 7815 7743 7815 7779 1% “ 1%
Fingerstick 2 7435 7697 7435 7697 7566 29
Fingerstick 3 3 54 | DARK DARK
Finperstick 4 7654 9860 7654 9869 8762 18%

Venous 1 6046 5884 6046 5884 5965 2%

YVenous 2 5332 6443 5332 6443 S8358 13%,.4
Fingerstick 1 8721 7812 8721 7812 8267 i "4 0%
Fingerstick 2 10513 9250 10513 9250 982 | 2%
Fingerstick 3 3800 7235 BRG6 :
Fingerstick 4 7522 8535 7522

Venous 1 5327 612G 5327 5146 15%

Yenous 2 4706 4421 4706
Fingerstick | 3852 3852 3952 4495 15%
Fingerstick 2 3873 4308 %
Fingerstick 3 4459 4333
Fingerstick 4 4082 4198 .

Yenoos | 3449 7967 R2608 Y

Venous 2 10143 9679 911/ N\ 3% % /,9 %0 1%
Pingerstick 1 3890 9573 _;:»’““Qf@ 3" 4334 10%
Fingerstick 2 8267 | SSRY LN D 3% o - °
Fingerstick 3 10157 gy 10843 5%
Fingerstick 4 9772 | £ A8t 968 | 29

Yenous | 93941 & 9887 5394 9557 9476 1% ,

L e 9821 5%

Yenous 2 N L ek 9910 10423 10167 4%
Fingerstick 1 /1 ¢ 85797, V7 8890 8579 8890 8735 3%
Fingerstick %,_b No10D 10351 9101 10351 9726 5% 5652 6%
Fingerstick 3 901 10351 9101 10351 9726 9% 9583 7%
Fingerstick 4 10254 9872 10254 9872 10063 3%
Fingerstick 5 9607 9741 9607 5741 9674 %

34
THPFMO0005699631

Confidential



TSH ELISA Assay Report

Document Number:

Revision: A

Yalidation Docuwment

Effective Date:

TSH - ELISA Assay Validation Report on Edison 3.X Theranos System

Table 21: Blood Collection Device Comparison Summary

Sample 1D Sample Type Theranos Result [ulliml] %ey o4 difference
042 23%
Patient 1 Yenous | ; o
Fingerstick | 812 i
.69 2739
Patient 2 ‘chu.s i /:, =
Fingerstick | 068 0%
2 0.59
Patient 3 Venous
Fingerstick 1 853
kS 090
Patient 4 .\ t»n()u-s H
Fingerstick § .80
ient § Yenous | 090
Patient 5 . _
Fingerstick | 879
: £.53
Patient & Venuus 1 3
Fingerstick 1
Patient 7 .\"3!1011-5 t
Fingerstick |
Patient & "Venou.s §
Fingerstick |
Patient 9 : Yenous |
Fingerstick
Patient 10 Venous |

Fingerstick |

Venous | /7Y

Patient 11

Fingerstick ¥ 371 9%
fenouS T o 2967 < 2%
Patient 12 Yonouel Jadi> Rt A -14%
Fingerstik ¥} | 2554 5%
o T
r / ks .94 §2%
Patient 13 N V’?“ L3 W - " 304,
& Fikg%{stmk i (.87 13%%
i iy e kS 1A%
Pationt 16]_ ., o Y EDOUS | L33 14% 30
~ i Fingerstick 1.3% 455
N 048 6%
Patient 15 SRS ] " -34%
Fingerstick 1 Q36 15%
; {62 18%
Paticat 16 Venous | § : /i; %
Fingerstick 1 .53 12%
o
patient 17 Yenous 1 L 8% 129%
Fingerstick 1 164 13%
. Yenous 1 .96 16%
Patient |8 ~25%
Fingerstick | 0.77 &% ¢
y {.74 2%
Patient 19 .Vem)us ! ! /{f‘ A
Fingerstick 1 1.82 1%
o
Patient 20 'Venou.s ! LAY 3% 3%
Fingerstick 1 N 7%
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8 ANTICOAGULANT COMPARISON

To test the effect of anticoagulants, 20 unique patients donated a total of 3 tubes, one EDTA, one Li
Heparin, and one Serum. Calculated concentrations are based on the average RLUEU{L 3 cartridges
excluding outliers and dark count tips. The EDTA samples were tested using the method
and used in the Reference Range (3) experiments. As stated in section 3, Then do not
correlate with the predicate method results. This may be due to the sample Wpe which'ss not an
acceptable sample type for testing on the predicate method. The T i the matched
samples correlated well.
Table 22: EDTA Plasma

Reported All Tips Dark Exclusion {1 Inter-Cariridge
Valus S
{ulli/mL} Tint Tip?Z Tipl Tip2 Mean | %LV : Mean ,;%(ﬁ\_ Lip A Tip 2 Mean %Y | YRecovery
3123 9382 Q125 9383 § 9337 4% i LNO Py 228 2.36
0,934 Q578 9985 579 9988 9782 3% 238 245 2.39 e 256%
G038 | 11002 GOS8 | 1H002 1 16030 ¢ 14% : 223 268
6372 3741 6572 5741 6187 & 1084~ R 164 .44
0.576 4440 5414 4440 5414 4927 | 14556195 17% R 1.36 £.30 17% 226%
4230 4766 4239 4766 4503 5 \8%eiy 5
3718 4036 3719 4036 4
$.34 981 3386 3981 3386 .06 I8% 313%
5199 5178 5199 5178
301 348 301 10%
OORL 252 267 252 4% OORL | OORL OORL
223 283 223 16%
4100 ¢ 2773
1.89 2I81 1 18268 4.24 1E% 224%
16RE0 | 15066,1 4%
4214 T .94 1.0%
0.503 : 3843 5% 098 6% 196%
4312 6% [REY 4,92
3636 1% 141 144
0.541 : 3 3600 1% | 5680 3% 1.40 1.38 142 3% 263%
5898 & 3 5808 148
5188 5493 5188 4% §30 1.38
0.526 4958 4786 4958 2% i 5060 6% 1.24 120 127 &Y 241%
4687 3246 4687 8% 118 1.32
daua o sagan
885 10806 | 11682 ¢ 1OBOS @ 11682 t 11244 6% i 11746 1 7% 2.64 284 ¢ 283 &% 32%%
12673 © 11823 | 12673 | 11823 : 12248 5% 3.06 2.87
366 i7 5616 | DARK 3616 .41
0.71 283 6834 6830 ¢ 683G 6760 i2% .1 1.69 1% 238%
7310 1275 7310 7278 7293 0% i.82 18]
G728 9138 9729 9136 § 9433 4% 239 225
0.987 R787 8316 §787 8918 8852 1% i BETO 6% 217 228 : 219 &% 222%
&611 8041 &611 8041 8126 5% 213 .99
9722 9468 9722 9468 8593 % 239 2.33
0.823 7962 8825 7962 RE25 8304 7% ; 9118 8% 198 218 ¢+ 2325 8% 273%
1 80} 9615 9615 9615 236
4059 4431 4059 4431 4245 6% 1.01 |y
0.448 5934 5458 5934 5458 5696 6% | 4897 14% 1.49 1.37 123 14% 274%
4522 4975 4822 4975 4748 7% 113 125
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4813 4898 4813 4898 4854 1% 1.21 1.23

0.445 5707 6450 5707 6450 6079 9% | 5143 13% 1,43 1.61 1.32 13% 296%
4973 4629 4973 4629 4801 5% 1.28 1.6

13645 ¢ 15072 1 13645 @ 15072 1 14359 7% 328 3.64 <‘-
0.894 @752 ¢ 11785 Q752 ¢ 11785 § 10768 ¢ 13% i 12015 | 6% 238 286 1 291N \LS% 325%
11019 @ i0817 ¢ 11019 @ 10817 i 10918 1% 2.68 2.64 e R

6594 6321 6594 6321 5458 % 1.65 1.58 ef" £ \\,/

0.626 5714 5840 65714 S840 6277 { 10% ¢ 6456 14% 168 146t 4l 5 . 4u% 258%
3783 797¢ 5288 7979 6632 | 29% 133 : \ ('n
4300 023 4300 s023 4663 | 11% 108 R

0512 iz2e4 334 5334 6334 5149 16% 252%
3573 4515 5573 4515 3044 1 15%
73322 7704 7322 7704 7513 4% |

.618 6914 3183 6914 3183 60340 | 28% | 56268 18% 254%
5413 3074 5413 3074 5244 3%
3972 4125 3972 412% 4049 3% / .

(.338 3241 3806 3241 3800 3521 11% }ﬁ%{ + mei” ™0 10% 270%
3592 3324 3892 3324 3458 5% N\ N\ 089 (.82
7651 7646 7651 7646 7649 3% - i 90 L9

0,655 30 109+ DARK | DARK 1.90 0% 290%

2 23 § DARK | DARK

Table 23: Li. Heparin Plasma

R%m;ﬁcd All Tips Dark Exclusion Intea-Cartridge <] <. Cladeniration

alue SN R

uiU/miy | Tisl | Tip2 | Tipl Tip2 Mean | %CY-tNpIh | Yiplz | Mean | %OV | Y%Recovery
11723 | 11296 § 11723 NN s

0.934 8670 | 8664 1 8670 19:6:2“_ \& %) 214 | 2.52 14% 270%
11205 51 11208 AR
5937 NN s 116

0.576 6152 5070 17% 1340 127 | 1% 221%
4278 | Cangb | v 102
360 7 1NN I

034 Aa4e N\ A0n) 0 4449 3938 &% 101 098 9% 289%
7 3831 37 096
307 . Mg 307 OORL

CORL 384 371 384 363 | 1% OORL | OORL | OORL | OORL
370 L 419 370 OORL
20532 21279 1 20532 | 21279 1 20906 | 3% 497

1.85 21168 | 28510 1 21168 | 25510 | 23339 | (3% | 22188 | 8% 589 | 516 8% 273%
21239 | 23280 | 21230 | 23280 | 22260 | 6% 5.40
4106 . 5134 1 4106 | SI341 4620 | 16% { 29

0503 | 4538 | 4653 1 4538 | 4653 | 4596 | 2% | SO6R | 16% 1170 137 | 16% 253%
S664 63151 see4 | 63151 5990 | 8% 158
7451 | 62941 7451 | 6294 1 6873 12% ;.85 {57

0.541 5762 5496 5762 5496 5629 3% 1 6380 ¢ 13% i 44 §38 ¢ 164 2% 33%
7078 72781 078 L T8 718 2% 176 | 181
5492 . 5523 % 8492 | S523 1 5508 L 0% i 38 .39

0.526 5627 37921 se7 | S92 i 5718 2% | 5508 | 3% i 41 145 138 3% 263%
$260 . 53531 5260 | 53531 5307 1 1% i 32 134
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15236 | 17055 1 15236 | 17055 | 16146 . 8% 164 404

0885 | 10854 | 11816 1 10854 | 11816 | 11335 % | 12486 | 24% 165 0 287 0 302 1 22% 341%
9417 | 10538 1 9417 | 10538 | 9978 | 8% 232 1 258
7339 . BO84 | 7339 . 8084 | 772 . 7% 183 200

671 7401 . 7760 1 7401 . 7760 . 7581 | 3% . B80SO | 9% 184 193 281%
9696 . O0I0 1 %6U6 | 90 | 8858 | 1% 2151 222
9286 1 05721 928 . 9572 . 0439 . 2% 229 0 235

0.987 9983 | 11037 1 9983 | 11037 10510 | 7% 10940 | 15% 245 249 276%
12750 0 13013 1 12750 0 13013 . 12882 0 1% : 94
7639 | 5652 | 7639 1 5652 1 6646 | 21%

0.823 6300 | 10421 1 6309 | 10421 | 8365 | 35% 268%
11333 0 12215 1 11333 0 1mis i U7 s%
5583 | 5660 | SS83 | 5660 | 5622 | 1%

0.448 6949 | 7067 | 6949 . 7067 | 7008 | 1% 337%
$S63 | 5347 | 5563 | 5347 | 5455 | 3%
4168 | 5343 | 4168 | 5343 . 4736 | 17% .

0.445 6220 | 6192 | 6229 | 6192 | 6211 | 0%/ 3282 XS 85 01 298%
4848 | 4910 | 4848 | 4910 | 4879 a0
254 L 11609 11009 | 11009 & . >k

0.896 9979 | 9802 | 9979 | 9802 dON\av.l 11023 SLganh v24r 2 360%
V013 | 12390 1 12003 | 12310 |42 N
9157 | 8002 9157 8902\

6,626 5363 | 8631 1 6863 =il 16% 330%
yias L8212 ;
4886 | 5955 4% N\ ) 123 149

0512 6607 | 6396 1% ¢ 650%. . 15% 167 165 163 15% 318%
7139 | A8ty 6% 1.7% 1.94

0618 sal1 6378 I 7% 0 8319 | % 146 160 0 158 6% 256%
Bl w257 1 6831 | 6257 | 6544 0 6% L7 1.57
4263 | aaia | 4263 | 4483 | 4373 0 4% 107 | 112

0339 4 33 | DARK | DARK 4262 | 5% 1.07 5% 315%
3963 | 4339 1 3963 . 4339 | 4151 . 6% 0.99 109
8257 | 80701 8257 | BOTO | 8164 | 2% 205 1 200

0.655 752 | 9730 1 10752 1 o730 | 10241 . 7% . 8496 | 17% 262 2390 218 | 1% 321%
6808 | 7361 | 6808 | 7361 | 7085 | 6% 170 1.83
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Table 24: Serum

R:?Sfle‘j All Tips Dark Exclusion | Inter-Cartridee | Intra-Cartnidee Concentration i
{uIU/:jrfL“J Tipl Tip2 Tipl Tip2 Mean | %CY | Mean | %CV § Tipl Tip2 Mean\a \%CV YeRecovery
7816 8736 | 7816 R239 1 8028 | 4% 194 | 204 \
0.934 11929 12084 | 11929 | 12084 | 12007 1% 10104 | 21% | 289 293 265%
12156 8398 | 121356 | 8398 | 10277 | 26% 294 L 208
5070 S845 | 5070 | 5845 | 5458 | 10% 127 a8 N\
0.576 7902 7040 1 7962 | 7040 1 7471 8% 6108 | 18% 1 1967 76 2133 | 18% 266%
5292 5499 | 5292 | 5499 1 S396 3% AT
3686 3702 1 3686 | 37021 3604 0% ANALL0Y ) o9
034 iq 5 | DARK | DARK € S .93 4% 274%
3632 3657 1 36321 39521 3719 0.99
157 337 3371 337 OORL
OORL 316 335 316 | 3391 328 OORL | OORL | OORL | OORL
324 3560 41 3561 340 7% S OORL | OORL
20820 22890 | 20820 | 22890 | 21855 | SR ) 4871 53
1.89 17337 21044 | 17337 | 21044 4% 2% | 416 492 0 458 | 11% 242%
L7600 17482 | 17600 | 17482 ' 1 oa¥et  4a3
3451 4250 | 3431 | 4250, oo fe iy 106
2,903 3350 3736 1 3359 | 379W o403 0 097 0 12% 194%
4245 4386 oasgs N6 L 2% 36747 110
5277 4 178316 1 1% 134
0.541 5049 6049 141 | 6% 260%
5680 | 5% 1.48
4815 1% 1.20
0.526 7426 142 18% 269%
ERRG ) ! 5595 | 2% 142
g0k .oder i 8mg . 9092 1 8660 7% 2724
0.885 o4 | ' 8421 71811 7801 11% 791 204 | 9% 230%
4 75 | DARK | DARK
6543 4] 6543 DARK | 6543 164
0.71 3441 6085 | 3441 | 6985 | 5213 | 48% | 5867 | 25% | 08S | 174 147 | 25% 207%
5613 6753 1 5613 1 6753 1 6183 | 13% 141 | 169
8852 5007 1 8852 1 0097 | 8975 | 2% 219 | 224
0.987 6669 6905 I 6669 | 6905 1 6787 % 0 8724 L 19% | 1870 172 216 | 18% 218%
10117 10703 1 10117 | 10703 | 10410 . 4% 248 1 261
5019 8442 1 3019 | 8442 | 6731 | 36% 126 F 209
0.823 10287 9838 I 10287 | OR38 | 10063 . 3% | 8978 | 23% | 252 241 | 221 | 23% 269%
10846 9436 | 10846 | 9436 | 16141 | 10% 265 0 232
3586 4904 | 3586 | 4994 | 4790 | 23% 089 | 135
0.448 37 3% | DARK | DARK 5138 | 22% 129 | 23% 288%
5723 6247 1 5723 . 6347 1 3985 % 143 . 156
0,445 4473 4841 | 4473 | 4841 4657 6% Lo o RES NINETH O B 2709%
4782 4685 1 4782 0 4685 1 474 1% 1200 137
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4702 5287 1 4702 1 5287 1 4uus g% 118 133
8106 7647 1 8106 | 7647 1 7877 4% 241 190

0,896 11472 7780 1 11472 1 77801 9626 ¢ 27% 9137 | 20% | 279 193 ¢ 225 .0 19% 251%
$418 10680 10680 | 10680 261 <
6503 4392 1 6503 1 4392 1 3448 . 27% 1.63

0626 6033 51 6033 DARK i 6033 5003 | 19% 1.51 240%
76045 71 7045 | DARK | 7043 176
5020 3560 1 5020 1 3560 1 4290 1 24% 126 |

0512 5643 4063 1 9043 | 4063 1 4553 | 15% | 4362 | 16% 1274 4 213%
4819 3669 | 4BI9 | 3669 1 4244 | 19% ‘
5467 S063 1 5457 | 5063 1 5265 | 5%

0618 4494 5078 1 4494 | 5078 | 4786 . 9% . 513§ 12 | % 209%
5276 5451 1 4276 | 5451 | 5364
3589 41 3589  DARK | 3589

0339 3664 | 4090 1 3664 | 4090 | 3877 091 | 1021 088 | 15% 260%
1563 2868 2668 | 2868 0.70
7450 7067 1 7450 | 7067 | 7259 1851 176

0,655 235 140 DARK 159 | 16% 243%
5658 5237 1 s658 | 5237 131

$ Surmary as wﬁf&s.&h\ﬁr\mﬁmr tip outliers highlighted in red.

; ,, NN Theranos Result full/ml}
N
Sample ID ED}F:!\‘R Qr\m@ Yalug [ullU/mL] éDTP‘}A Li Heparin Serum
Patient | s 034 Te39” 2.52 248
Patient 2~ 2w S ' /8576 1.30 1.27 i .53
Patient 3 1% 0.34 1.06 098 0.93
Patient® N OORL CORL OORL OORL
patientd N . 1.89 4.24 5.6 4.58
Patient 6 N\ 0,503 0.98 127 .97
Patient 7 0.541 1.42 1.64 141
Paticnt 8 6.526 127 1.38 1.42
Patient § 0.885 285 3.02 2.04
Patient 10 0.74 1.69 2.00 1.47
Patient | } 0.987 218 2.67 216
Patient 12 0.823 225 2.20 221
Pationt 13 0.448 123 1.51 1.9
Patient 14 0.445 132 133 1.0
Patient 13 0.896 2.94 2.69 228
Patient 1% 0.626 1.6} 2.07 1.50
Patient 17 0,512 1.29 1.63 1.09
Patient 18 0.618 1.57 1.58 1.29
Patient 1% 0.339 0.91 1.07 0.88
Patient 20 01655 1.90 210 1.59
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Patient 4 was excluded from the figures 13, 14 and 15 because it was outside of the assay reportable
range.
Figure 13: Theranos Results EDTA Plasma v Li Heparin Plusma

&.00 -
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sl
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e
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Li Heparin Plasma Result [ulld/mi]
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Figure 14: Theranos Results EEQ’A\ ?\@gma v Serx;m\/ 4 /\/

vvvvvvvvvvvvvvvvvvvvvvvvvvvvvvvvvvvvv ¢ ..‘..‘“ff' £
EDTA v Serum
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Figure 15; Theranos Results Li Heparin Plasma v Serum

Li Heparin v Serum

500 -
o A50 y= 98374x+002}1 ¢
E 4.00 - 091ﬁw
5 350 - M@f
3 3.00 - P
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g 200 - M
E 150 -
=3
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9  ANALVYTICAL SENSITIVY

detectable LLOQ dilution ws
replicates of (a low positi

w mhbmﬁor) "i&{?}f§~§ ‘i& T}ns sampie was then dﬂu’ted 11

with buffer and ZG repi 1/2xLLOG samp\i‘{? were tested. The mean RLU was below the
LLOG sothe L to tcst the analytical Sensitivity

Siler ex ounl tips, 77 of the 116 tzps are within the assay range and are reportable at
e LLOYD anos fest will report OORL in 34% of tests at the LLOQ.
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Table 26: LLOQ and 12LLOQ Preliminary Testing

LLOQ Level Sample §/2 LLOG Level Sample
Intra-Cartridge intra-Cartridge Ssa

Mean %Y Mean “%CV !

£32 28% 8.09 418 37%

RLU Tip! RLU Tip2 fnter-{ artr;dgé RLU Tipl RLU Tip2 [mer-tamf{gsa o ™
Mean %CY Mean 7o

779 273 826 % 349 479 414 h \22%,°
709 603 636 11% 489 360 D%

792 548 670 26% 352 366 3%

660 494 578 21% 432 444 2%

666 618 643 5% 356 %%

5372 574 $73 0% 314 3%

617 3 3 139% 418 1%

497 544 5% 21%

356 886 {1%

644 773 3%

596 516 1%

636 751 1%

384 607 . 2%

499 364 4 4 139%

497 W5

213 1%

579 %

736 12%

T8 %

548 2%
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Table 27: Blank and Lowest Detectable Sensitivity

Blank Level Sampile LEOQ Level Sample

intra-Cartridge Mean RLU intra-Cartridge intra~-Cartridge Mean RLU % ., Intra-Cartridge
WMean SOV Caloufated Result Mean %Y Mean | %CV Caloulated Result | “Mésp Py
195 39% GORL OORL OORL 631 27% 6.09 gy 19%
REL RLYU Inter-Cartridge Diexter Calculated RLEI RLL alculated
Tipl Tip2 Mean %OV Tig 1 Tip 2 Tipl Tip2 Tip 2
201 238 220 12% OORL QORL 779 873 0.1%
121 133 127 7% OORL GORL 503 0.08
181 197 189 6% GORL OORL OORL
227 175 204 18% OORL OORL OORL
184 280 232 29% QORL QORL )
208 218 213 3% OQORL CORL QORI
62 220 346 81% OORL CORL 139% 0.09 OORL
17% 145 162 15% OORYL OORL , &% OORL OORL
148 168 £58 9% OORL OORL-"% 856 886 8§71 2% 614 6.15
184 155 170 12% OORL S 1Y : 13% 0.09 0.12
217 382 300 39% QORL 16% 0.0% QORL
141 239 190 36% QORL i & 12% 0.09 ¢.12
262 127 195 G QORE N QOF 32% ODRL 0.09
199 125 162 SRLA 25 OORL OORL
159 218 189 5% QORL OORL
192 179 186 15% 0.13 0.10
169 220 195 31% GORL 515
201 329 265 16% 0.12 0.16
163 210 187§ 2%, 0.12 0.13
2 43 1NV TN 129 16% QORL OORL
190 159 N\ g TS0 N1 27% QORL 0.1
163 9 L e N OORL 9% OORL OORL
213 208 s Q107 OORL 1% 0,10 0.11
213 161 | A7 OORL 12% 0.09 0.12
170 213 192 QORL QORI 724 ] 366 138% 0.11 QORL
235 235 238 CQORL OORL 793 827 810 3% .13 .14
176 343 266 GORL OORL 454 504 479 7% OORL OORL
268 335 302 OORL. OORL 995 671 8335 28% .17 0.10
444 267 376 OORL OORL 384 662 773 20% 0.15 0.10
308 239 274 OORL OORL Data Lost

217 144 181 ) OORL QORI 524 734 679 11% 4.00 0.1
138 168 {53 14% OORL OORL 500 56 628 £% 0.08 0.10
191 204 198 5% OORL OORL 550 746 648 21% OORL 0.12
175 199 187 9% OORIL. OORL 661 572 616.5 10% 0.10 OORL
380 343 362 % OORL OORL 814 722 563 11% 0.09 .11
255 123 189 45% QORL OORL 807 852 8155 4% 0.13 0.14
207 ¥77 102 11% QORL OORL 579 615 597 4% OORL .09
54 143 101 60% OORL GORL 741 638 6895 11% 012 0.09
46 £59 103 7% OORL OORL 703 678 690.5 3% .11 0.10
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Blank Level Sample (Continued) LAEHD Level Sample (Continued)
REU H RLU e | %0V Caleslated | Calewlaied | oY BV s %0V Caleulmted | Calontated
Tip 1 Tip 2 Tip 1 Tip2
199 202 201 1% GORL OORL 594 £66 630 8% 5. D08 0.10
178 315 247 39% OORL QORL 930 791 8605 R 0.13
177 231 204 19% OORL QORL 73 694 7335 NP1 &l
385 206 297 42% OORL QORL 639 564 D9 GORL
225 320 273 25% OORL GORL 594 594 91 0.08
272 296 284 6% CQORL OORL 570 316 QORL OORL
196 133 165 27% GORL OORL 508 306 .08 QORL
151 129 149 11% OORL OORL OGORL GORL

2 46 21 128% OORL QORL OORL .10
200 110 i55 41% OORL GORL .11 0.11
188 239 214 17% QORL, OORL 0.09 OORL
168 163 166 2% QCRL OORL 0.09 OORL
120 104 112 10% OORL OORL OORL 0.11
247 228 238 6% OORL QORL 0.11 0.14
217 130 174 35% OORL GORL 0.10
160 14 15 9% OORL 0.08 OORL
175 139 157 16% QORI OORL 0.10
196 203 200 2% CGORL OQORL OQORL
163 13 138 26% OORY 0.12 0.12
158 152 155 3% OCGRLS. 0.13 0.14
i34 5 76 131% 7 QORI 0.09 OORL
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10 INTERFERENCE

The recovery of analyte spiked into hemolyzed (270mg/dL. Hemoglobin), icteric {”Om g/dL
Bilirubin}, and lipemic (580mg/dL Triglycerides) serum samples was evaluated or Theranos
System and compared to predicate method values.

Nominal Recovery of the Interfering samples was acceptable when tested withe
hemoglobin. Spike recovery of TSH from the icteric and lipemic sampie
especially at Level 1 and Level 3. The average recoveries were 96%
icteric and lipemic samples.

within 20%
spegiively for the

Table 28: Interfering Substances

Hemolveed sample themoslobin 270mg/dL \ \ Dexter Calculated Result
Reported All Tips Dark Exclusion | Inter-Cartridge Concentration
Sample Vatue R
i {uitl/ml) | Tipl Tiad Tip} TipZ Meast L%CY | Mean | %CV | Tipl  Tip2 | Mean | %CV | %Recovery
52475 | 53422 | 52475 | S322 | AvoadiA (% 943
Level 1 19.2 52001 0 51362 | 52111 0 513621 §19870 7 1% ¢ 5183¢ | 034 | 9.58 | 4% 94%
23383 48325 ARTIS.ARTES “ 897
30285 | 28125 | 30285 280 29205 1 5% 524
Level 2 7.3 33986 | 34027 | 339EE O40ZR 34007 L 0% 632 1 578 | 1% 9%
34204 25792 ¢ 3doo by 23990 | 30043 | 0% | 481
9447 | 213746 21374 L L LIS 4.01
Level 3 452 14897 i;’t%ﬁ’fﬂ*ﬂ‘!?&??’m 15015 | 1% ¢ 287§ 330 15% 3%
17562 | 43598 1562 18080 | 4% 3.50
TS B 5885 5719 5788 | 2% 114
Level 4 LOV AN 5954 5121 19% 116 0 180 1 19% 93%
7K Al Tk Rest 4025 4038 | 0% 0.79 | 080
Icteric sampic}ﬁiié in\&()m;.;’du Dexter Calculated Rosult
Reported ™.’ g Tips Drack Exclusion | Inter-Cartridge | Inta-Cartridss Coneentration
Sample Value ”
i {uitl/mly | Tipl Tip2 Tipl Tip2 Mean | %CV | Mean | %CV | Tipl § Tip2 | Mean | %CV | %Recovery
60828 | 51313 | 60825 | 51313 | 56069 | 12% 1135 | 953
Level | 611 TG | 61563 61563 | 61563 54987 | 12% | 1149 | 1023 | 12% 167%
55219 | 46017 | SS219 1 46017 | 50618 | 13% 1627 | 8.54
21990 14 21990 | DARK | 21990 4.12
Level 2 1.81 15767 1 17335 0 15767 1 17325 0 16546 | 7% 16632 | 26% | 299 1 337 | 314 | 25% 83%
11447 | 3237 11447 11447 219
6797 | 539% | 6797 6797 132
Level 3 4.22 w680 | 10228 10228 | 10228 9328 | 18% 197 0 1.80 | 18% 43%
9894 | 10392 | G894 | 10392 | 10143 | 3% 190 L 2.00
g | 3864 | 3864 | 3884 0.76
Level 4 0.997 147 | S48 DARK | 481 | 5481 4673 | 24% 107 | 092 | 24% 92%
21 <1 i DARK | DARK
46
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Lipemic sampde {Triglveerides S80me/dL) Diexter Calculated Result
Reported All Tips Dark Exclusion | Inter-Cartridee | Intra-Canirides Concentration
Sample Value : -
iD {aili/ml) | Tipl Tip2 Tipt Tip2 Mean | %OV | Mean | %OV I Tinl | Tip2 | Meah. SeRecovery
56078 3 | 36078 | DARK | 56078 10.44 AN
Level 5.02 39556 | 45600 ¢ 19555 1 45609 ¢ 42583 0% i 47474 | 3% 7.34 846 | /Slm\ AN 176%
47673 ¢ 49052 ¢ 47073 ¢ 48052 @ 48083 3% 8.74 911 1 ,a"{;)_,f s
10313 | 8126 | 10313 10313 108 7 WA
Level2 348 2419 ¢ XIS60 ¢ 24210 1 71860 i 22894 8% i 21334 @ 30% \/%@l 30% 115%
23691 § 26876 | 23691 26976 : 25334 9%
1872 Hind
feveld 3.66 9113 3258 113 3248 SI86 | 67% : 35880 £.15 44% 3%
6853 4257 6853 4297 5578 1 32%
8301 6359 8301 6339 7330 19%
Level 4 1.14 4670 | 5254 4670 §284 | 4962 3% L20  25% 105%
& 5 | DARK | DARK N
47
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11 CROSSREACTIVITY
Information about cross-reacting analytes from predicate method insert.

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

11.1.1 A statistical summary table showing the mean, and CV of each s niration level

11.1.3 % cross-reactivity ,m\m. MK

The data showed that the Theranos TSH assay has 0,28% a@wacnwty with LH.
Table 29: Cross-reactive Samples

Al Tips Dark Exchusion Enscr~(‘amidge -
Sample ID Yipl ¢ Tip2 § Tipd Tip2 Mean %t"\w’
FSH 625 L 2021 273 202 2731 315 L 0%

ag/mL (900 | 133 | 135 133 LN
S 44| 31 DARK o

EE L 758

Concentration SaCrissse
 Tip 2 Mean YV feactivity
L DORL

QORL : OORL SORL

LH6OmgmL | 899 @ 844 | 899 4% 015 | 15% | 0.25%
7%
BOG 16,000 0%
gl 1% OORL | OORL | OORL
26%
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12 SAMPLE STABILITY
The stability of patient samples stored at 4C and room temperature were fested to mnmc the

conditions that clinical samples may be stored and handled.
Table 30: Sample Stability Summary

$C Besults (ufU/mi)

Room Tem

Nominal Ohr ihr dhr 12hr @ 24br 72hr kominal fhy 1ht
20 1599 1808 : 1453 | 18461 | 1455 ; 16462 20 1599 1 1838
2 3 £.73 190 ¢ 200 1.14 110 2 1.81 1.26
4.2 6,19 ¢ 028 037 ¢ 016 ¢ 041 ¢ OORL 82 849 1 019

Figure 16: 4C Sample Stability

When samples are stored at 4C. the analyie is stable dpa6
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Figure 17:

When samples are stored at room temperature, the anudvie 18 stable up 0 72 hours
D , % E

Room Temperature Sample Stability

Theranos Result [uili/mL]
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13 Heagent Stability
Reagent stability testing i ong

Figure 18:
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