DX 09040

FNE SRRy

Qualitat
Assay Developme

ptember 21, 2012

2

d Report Prepared by: Christopher Loi

This assay devél‘@bment report contains Theranos confidential information and is being provided
under the parties’ mutual confidentiality agreement. Any further dissemination, use or disclosure
of the report, in whole or in part, is strictly prohibited.

THERANGS CONFIDENTIAL Page [ PAGE |

Confidential THPFMO0005688851



TABLE OF CONTENTS
[ TOC\o "1-3"\h\z \u ]

LIST OF TABLES.

THERANGS CONFIDENTIAL Page [ PAGE |

Confidential THPFMO0005688852



ﬁﬁgﬁﬁﬁ@g

ithpar

1. ASSAY INFORMATION| TC "ASSAY INFORMATION" \F C\L "2" ]

1.1 Assay Specifications| TC ""Assay Specifications" \f C\l ''3"" |

RNP antigen is a 68 kilo—Dalton (kD) ribonucleoprotein. Antl RNP

35 react with

autoannbody in patients with collagen diseases such as sys_t}emlc lu- t
mlxed connectlve tissue d1sease (MCTD) MCTD (also-gk own

polymyositis. SLE is a Type III hypersensitivity reaction cédu. _
formation. It most often harms the heart, joints, skin, g]1,11@0_ essels hver kldneys and

s of illness (called flares)

Lower levels of anti- RNP, in conj)
scleroderma, Sjogren’s Syndrome, and Rh
prevalent in patients with Rayna
involvement. '

SAADS Anti-RNP ELISA (Cat# 10869)*
TeG ELISA (Cat# RE75211)

*FDA-cleared

1.1.2 Materials and Methods| TC "Materials and Methods" \f C\l "1" |

An RNP antigen coated surface serves as the capture surface for the RNP assay. The sample
(plasma or serum) is diluted and incubated on the capture surface for 10 minutes. The surface is
then washed to remove unbound proteins. An alkaline phosphatase (AP)-labeled anti-human IgG
antibody is then incubated on the surface for 10 minutes. After the detection antibody incubation,
another washing cycle is performed and the alkaline phosphatase substrate is incubated on the

surface for 10 minutes, and the resulting chemiluminescence is read in Relative Light Units
(RLU).
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Table | SEQ Table \* ARABIC |: Materials

Name Supplier Catalog # Lot #
Antigen: RNP-68k antigen native Arotec ATR04-02 K9011503
Clone 1, Mouse Anti-Human IgG1 Antibody, vaus_ NB100-2026" /12-G2-C11
2C11 Biologicals
Clone 2, Mouse Anti-Human IgG Southern 9040-01 31
Antibody, JDC10 Biotech L
Clone 3, Goat F(ab’)2 Anti-Human IgG Southern
Antibody Biotech
Biotin-SH Labeling Kit Dojindo
Alkalinc Phosphatasc Labcling Kit Dojindo

120380, 120127

T-ALKP-SB01-001,
T-ALKP-SB01-004

NB362-CL-25A

PhosphoGlo Substrate (Commercial) KPL

Theranos Substrate

Carbonate Bicarbonate Buffer (CBC)

?3152? lénslgAIz;l gfgsﬁlg(fgs% Sodium Azide) NB362-CL-39A
Wash Buffer N/A 362-CL-123B
Theranos AP Antibody Conjugat St N/A NB408-CL-45A
Biostab Stabilizer ’ : 76696 BCBB3963
StabilZyme Stabilizer . ‘Sﬁrmodics SA01-1000 SAOQ1L18
""" Thermo 37535 NC1688383
Thermo 37542 ND169707
In-House N/A NB408-CL-54A
S|
Scleroderma Clin Bioreclamation N/A N/A

SCLO1 - SCL42) .
Sjogren Clinical Sera (SS1 - SS10) Bioreclamation N/A N/A
Systemic Lupus Erythematosus Clinical Sera

(SLOI - SL10) & (CSLEI — CSLEIS) Bioreclamation /A A

Mixed Connective Tissue Disease Clinical Sera . .

(MCTDI1 - MCTDS) Bioreclamation N/A N/A

Human-Anti-Mouse Antibody (HAMA)

Positive Sera (#H8 H14, H16,H17 H18), ProMedDx N/A N/A

MMRYV Panel

Rheumatoid Factor (RF) Positive Sera

(R21,R22,R24.R25.R12), MMRV Panel ProMedDex N/A N/A

Liquicheck Anti-RNP Positive Control BioRad 116 20710

Liquicheck Autoimmune Negative Control BioRad 130 17440
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Name

ANA Human Reference Serum #1
(Pos ANA (Homog/Rim) & Pos Anti-Native

Supplier

U.S National Reference

Catalog #

Lot #

98-0026L

DNA) Serum (CDC)

ANA Human Reference Serum #2 (Pos ANA U.S National Rcfcrencc 0008

(Speckled) & Pos Anti-SS-B) Serum (CDC)

ANA Human Reference Serum #3 (Pos ANA U.S National Ref__ erence

(Speckled)) Serum (CDC)

ANA Human Reference Serum #4 (Pos Anti- U.S National Réfeyen__ 95-0055L

RNP) RS

é\rlr\ll)A Human Reference Serum #5 (Pos Anti- $2076 96-0005L

ANA Human Reference Serum #6 (Pos ANA 1S2100 82-0141

(nucleolar))

ANA Human Reference Serum #7 (Pos ANA

(SSA/Ro) 182105 83-0026

ANA Human Reference Serum #8 (Pos ANA 1S2134 84-0026

(Centromere))

ANA Human Reference Serum '#9 ( 1S2135 84-0027

Scl70) ;

U:S National Reference

ANA Human Referel U.S National Reference }

RibosomalP) ' Serum (CDC) 152706 04-0169
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2 ASSAY DEVELOPMENT[ TC "ASSAY OPTIMIZATION" \F C\L "2" ]

2.1 Capture Surface Screen | TC "Capture Surface sc

T\CAM

Data is summarized in Tdble
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Table [ SEQ Table \* ARABIC ]. Capture Surface Titration

Samples

1pg/mL

2.5 pg/mlL

5 pg/mL

10 pg/mL

Mean RLU

Mean RLU

Inter-Cartridge Data _

Control & Biorad RNP Pos Ctrl)

Biorad Positive Control 99666
Biorad Negative Control 317 4 457
RNP Positive Clinical 76260 17 182952
Stanford Normal 516 43 627
T vt | om
S/B Modulation {Biorad Neg 91 300

Figure | SEQ Figure \ ARA : 1¢

| }“l;l‘eﬁ Surface Titration

Capture Surface Titration

Madulations

&858
sos 16
24T EOmHIEe SR SsSaE N,
1 pgfrat 2.5 pgfmi 5 pgfmi 10 pgimt
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2.2 Detection Antibody Screen

Detection antibody screening was performed with three clones of anti-human IgG: Clone 1
(Novus Biologicals), Clone 2 (Southern Biotech) and Clone 3 (Southern Biotech). All three
clones were conjugated to alkaline phosphatase (AP). The clone™ o ided the highest
modulation between the commercial negative control and the RNP pos i

. Clone 3

Control

Mean RLU %CV

Biorad Positive Control

2729663

Biorad Negative Control 24511 26
RNP Positive Clinical 2043347 7
Stanford Normal 60200 14
S/B Modulation {Biorad Neg a3
Control & RNP Pos Clinical)
$/B Modulation (Biorad Neg 369 111

Control & Biorad Po

N (Figurs | SEQ Figure\*

Effect of Antibody Screen

000 - o508

00

300 -

LG

Madulations

FX
o
4

oo il

Ciome 1

Clone2

Clome 3
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2.3 Effect of Alkaline Phosphatase Conjugate Stabilizer| TC “Effect of
alkaline phosphatase conjugate stabilizer " \f C\1 ""1"" ]

Two commercial stabilizers (Biostab and StabilZyme) and one in house formulated alkaline
phosphatase (AP) stabilizer were tested against the 3% BSA blocking buffer in TBS as detection
antibody dlluents with the anti-human detection antibody (Dab) prep nal working

Conjugate Stabilizer. However, for long term stability and-s
better choice. Therefore, Theranos AP conjugate stabil
stabilizer for this assay. Data is captured in Table 4

Table [ SEQ Table \* ARABIC |.E

a-allzed as {he AP conjugate

Stabilizers

Blocking Buffe BioStab StabilZyme
Samples v -Cartridge Data
Mean RLU | - Mean RLU | %CV | Mean RLU
Biorad Positive Control 180126"' 10 110704 39 43294 21
Biorad Negative Control 5¢ 8 1018 38 1208 21
RNP Positive Clinical 396543, “400017 33 314207 42 76385 28
Stanford Normal ' ' 1929 24 1678 40 932 109
317 186 63
279 83 36
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Figure | SEQ Figure \* ARABIC |: Effect of Alkaline Phosphatase Conjugate Stabilizer

Effect of Detection Antibody Stabilizer
6500 - 558

500 -

400 -

300 -

Modulations

200 -

100 -

BB Theranos BiaStak Stabilzyme
AP Conj
Stabilizer

\* ARABIC |. Detection Conjugate Titration

' 50 ng/mL I 100 ng/mL l 200 ng/mL
Inter-Cartridge Data
%CV | MeanRLU Mean RLU
Biorad Positive Control™..* 17 117460 0 280956 10 487806 15
Biorad Negative Control 455 30 598 30 1007 8 2134 14
RNP Positive Clinical 84214 2 174909 10 319374 24 526217 17
Stanford Normal 470 4 606 19 1578 10 2136 39
S/B Modulation (Biorad Neg
Control & RNP Pos Clinical) 185 292 317 247
S/B Modulation (Biorad Neg
Control & Biorad Pos Ctrl) 132 196 279 229
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Figure | SEQ Figure \* ARABIC ]: Detection Titration

Effect of Detection Antibody Titration

350

317

300 -

et
fe
b

250 -

200 -

150 -

Modulations

100 -

50 -

25ng/mL 50ng/mL 100 ng/ml 200 ng/mi

'(SuperBlock@ and StartingBlock™) and one in-house

nt which was the blocking buffer consisted of 3% BSA and 0.05%
ontrol condition produced the best modulation out of all the diluents
the Biorad positive and negative controls. 3% BSA blocking buffer in TBS
refore finalized as the diluent of choice for this assay. Refer to data in

Table 6.
" Table [ SEQ Table \* ARABIC |. Effect of Assay Diluent
Control: ® - ™ Blocking Buffer +
Blocking Buffer SuperBlock StartingBlock 400 pg/mL HBR
Sample Inter-Cartridge Data

Mean RLU %CV Mean RLU | %CV | MeanRLU | %CV | Mean RLU %CV
e ]

Biorad Positive Control 215637 15 57173 1 34886 38 215630 15

Biorad Negative Control 657 15 516 26 640 18 873 5
RNP Positive Clinical 2712 8 3267 2 1540 19 2638
Stanford Normal 930 16 1060 17 1015 35 1152

S/B Modulation {Biorad Neg
Control & RNP Pos Clinical)
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S/B Modulation (Biorad Neg
Control & Biorad Pos Ctrl)

% theranos”

328

111

55

247

Figure [ SEQ Figure \* ARABIC |. Effect of Assay Diluent

Modulations

Effect of Assay Diluent

338

.:__,,,ifTable [ SEQ Table \* ARABIC ]. Effect of Sample Dilution

::_'eéi because higher dilution allows for more samples to be available in
.part of a multiplex assay. Therefore, 1:25 dilution was chosen as the

10X | 25X | 50X
Samples Inter-Cartridge Data
Mean RLU %CV Mean RLU %CV | Mean RLU | %CV
S SSHSmgs|
Biorad Positive Control 350245 6 245310 38 131144 30
Biorad Negative Control 859 31 863 19 861 16
RNP Positive Clinical 451487 12 311931 9 265192 14
Stanford Normal 1392 19 1129 13 1218 25
S/B Modulation {Biorad Neg
Control & RNP Pos Clinical) 526 362 308
S/B Modulation (Biorad Neg
Control & Biorad Pos Ctrl) 408 284 152
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Figure [ SEQ Figure \* ARABIC ]: Effect of Sample Dilution

Modulations

400 -

200 -

GO -

Effect of Sample Dilution

382

25X S0¥
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2.7 Effect of Incubation Time

The effect of shorter time to incubate sample, detection conjugate and substrate was evaluated at
5,5, 5and 2, 2, 1 minutes for comparison against the 10, 10, 10 minutes incubation time. Assay
modulation between the RNP positive clinical sample and the Biorad negative control was
almost similar between the 10, 10, 10 and 5, 5, 5 incubation times.
incubation time offered better modulation between Biorad controls. Therefore, it was selected as

the final condition.

Table [ SEQ Table \* ARABIC |. Effect of Reagent Incubation Time

However, 10, 10, 10

10,10,10min | 5,5, 5min 2,2, 1min
Samples Inter-Cartridge Data
Mean RLU %CV Mean RLU %CV | Mean RLU | %CV
R
Biorad Positive Control 269562 0 48714 21 6449 22
Biorad Negative Control 1698 5 400 16 624 23
RNP Positive Clinical 345956 7 115772 16 15233
Stanford Normal 2428 8 1045 9 760
S/B Modulation (Biorad Neg
Control & RNP Pos Clinical) 204 289 24
S/B Modulation {Biorad Neg
Control & Biorad Pos Ctrl) 159 122 10
Figure [ SEQ Figure \* ARABIC |: Effect of Incubation Time
Effect of Assay Incubation Times
350 -
300 -
250
751
e
2 200 -
)
=
T 150 -
=]
=3
50 -
a .
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2.8 Effect of Post Sample Wash

The effect of a post sample wash was tested with the capture surface coated at 5 ug/mL (with
Arotec RNP/Sm-free antigen), using a 1:25 sample dilution and detection antibody prepared at
100 ng/mL in Theranos AP Conjugate Stabilizer. The assay performed most optimally with post
sample wash since this provided the best modulation between the commercial negative control
and positive samples and afforded better precision. Data is shown in Table 9.

Table [ SEQ Table \* ARABIC ]. Effect of Post Sample Wash

25X_PSW | 25X (No PSW)
Sample Inter-Cartridge Data
Mean RLU %CV Mean RLU %CV
Biorad Positive Control 269562 0 306570 9
Biorad Negative Control 1698 5 5746 58
RNP Positive Clinical 345956 7 121054 77
Stanford Normal 2428 8 4330 22
S/B Modulation (Biorad Neg
Control & RNP Pos Clinical) 204 21
S/B Modulation (Biorad Neg
Control & Biorad Pos Ctrl) 159 53
Figure [ SEQ Figure \* ARABIC |: Effect of Post Sample Wash
Effect of Post Sample Wash
250 -
204
(%]
=
Q150 i ST, s o
ey
-
=
g 100 -
=
B s B AT IIIR tettee eeeeeeee
21
0 - e
PSW No PSW
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2.9 Normal Sample Screen: Cut-off Determination

Twenty-seven (27) randomly selected normal donor serum samples obtained from Stanford
blood bank center and Bioreclamation were screened on the Theranos system to determine the
cut-off value, which was calculated to be 181,078 RLU. The Theranos cutoff value was
determined by taking the mean RLU of the 27 normal samples plus 5 times the standard
deviation. The sample RLU divided by the cutoff value yields its Antibody Index. Samples are
considered to be positive, borderline, or negative for RNP antibodies if their Ab Indices are
found to be greater than 1.1, between 0.9 and 1.1, or less than 0.9, respectively.

The same 27 samples were also screened using the predicate methods listed in section 1.1.1.
There was excellent correlation between Theranos results and those obtained
from the predicate methods since all 26 samples tested negative across all
platforms with one borderline. Table | SEQ Table \* ARABIC ]. Normal
Donor Samples Screen on Theranos vs Corgenix, INOVA & IBL RNP ELISA

Sample S . Inter-Cartridge ANTIBODY INDEX
D ource Matrix
Mean %CV | Theranos Corgenix INOVA IBL
CLN1 Stanford Serum 1270 6 g0l 328 4 0.19
CLN2 Stanford Serum 1397 5 001 1564 4 808
CLN3 Stanford Serum 2330 8 0.01 331 & 027
CLN4 Stanford Serum 1641 22 U1 277 5 00K
CLN3 Stanford Serum 1616 7 0.01

CLN6 Stanford Serum 2130 34 0.01

Note: Table 10 continues on next page.
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Table 10 (continued): Normal Donor Samples Screen on Theranos vs Corgenix, INOVA &
IBL Scl-70 ELISA

Inter-Cartridge ANTIBODY INDEX
Sample .
D Source Matrix
Mean %CV | Theranos | Corgenix | INOVA | IBL
CLN7 Stanford Serum 1596 14 g4 333 ¢ .19
CLN8 Stanford Serum 3574 12 A 56 019
CLN9 Stanford Scrum 178971 29 1.6¢ 012
CLN10 Stanford Serum 13087 12 .07 332 5 01z
CLNI11 Stanford Serum 12703 5 0.0 244 .15

CLNI2 Stanford Serum 14732 5 0 6 .6f in .20

CLN13 Stanford Serum 7627 13 {0 1.9¢ 008

CLNI14 Stanford Serum 5716 17 {3 ] Re 4 008

CLN15 Stanford Serum 2378 17 .01 421 o g.10

Note: Table 10 continues on next page.
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Table 10 (continued): Normal Donor Samples Screen on Theranos vs Corgenix, INOVA &

IBL Scl-70 ELISA

THERANGS CONFIDENTIAL

Confidential

Sample _ Inter-Cartridge ANTIBODY INDEX
D Source Matrix
Mean %CV | Theranos | Corgenix | INOVA | IBL
MCTD1 | Bioreclamation Serum 2353 16 a4l 140 & 12
MCTD?2 | Bioreclamation Serum 2729 24 002 138 8 1 09
MCTD3 | Bioreclamation Serum 3449 4 0.02 172 H L
MCTD4 | Bioreclamation Serum 1111 17 001 318 & FUS
MCTD5 | Bioreclamation Serum 2225 13 0.01 2.30 a 01l
CSLE1 Bioreclamation Serum 1919 23 041 120 7 114
CSLE3 Bioreclamation Serum 1771 48 .01 181 5 i
CSLE6 Bioreclamation Serum 1801 17 (.01 345 7 15
CSLE9 Bioreclamation Serum 7658 15 .43 i 50 H i
CSLE12 | Bioreclamation Serum 1558 18 0.4l 1149 o i

o
SCLO1 Bioreclamation Serum 16801 17 (.08 109 7 i
SCLO03 Bioreclamation Serum 20858
Overall MEAN 11576
Overall STDEV 33900
CUT OFF 181078
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2.10 Specificity

Specificity relates to the ability of the test to identify negative results. It is the statistical
probability that an individual who does not have the particular disease being tested for will be
correctly identified as negative. The specificity of this Anti-RNP assay, towards samples
containing antibodies specific for other ANA-related disorders, was tested on Theranos systems.
Five RF positives, five HAMA positives, and positive controls for 11 ANA-related disorders
from Centers For Disease Control (CDC) were tested. Of the 21 samples tested, four CDC
controls (ANA Speckled, Anti-RNP, Anti-Sm and Anti-SSA) tested positive for this assay (data
is summarized in Table 11). Ideally, none of the samples should test positive with the exception
of the anti-RNP control. However, it is expected that Anti-ANA Speckled and Anti-Sm should
test positive for this Anti-RNP assay because both of these CDC controls contain RNP. The
Anti-SSA control however did not contain RNP but yet was tested positive on the Theranos
systems. For this reason, additional screening with Biorad’s Anti-SSA positive control was
performed for confirmation, but result tested negative. To further demonstrate that this Anti
RNP assay is not specific for Anti-SSA antibodies, one clinical serum that tested as a strong
positive on the Anti-SSA assay was screened on the Theranos system using conditions finalized
for the Anti-RNP assay. Data from the analysis for this clinical sample yielded very low titer for
Anti-RNP antibodies which resulted in a negative reading under the Anti-RNP assay conditions.
Based on this data, at least two conclusions can be made: (1) the positive test result of the CDC
anti-SSA control is a false positive caused by an excipient(s) in its matrix that is unrelated to
Anti-RNP antibodies, and (2) clinical sample that is specific for Anti-SSA antibodies will not
test positive on this Anti-RNP assay. Therefore, this assay is considered specific only for Anti-
RNP antibodies. The data generated as a result of troubleshooting “Specificity” are summarized
in Table 12. Demographics information pertaining to the clinical samples tested are available in
Table 14.
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Table [ SEQ Table \* ARABIC |. Specificity Data

Sample Info Theranos Ab Index

CDC#1 Positive ANA (Homog/Rim) & Positive Anti-Native DNA
CDC#2 Positive ANA (speckled) & Positive Anti-SS-B
CDC#3 Positive ANA (speckled)
CDC#4 Positive Anti-RNP
CDC#5 Positive Anti-Sm
CDCH#6 Positive ANA (nucleolar)
CDC#7 Positive ANA SSA/Ro
CDCH#8 Positive ANA (centromere)
CDCH#9 Positive Anti Scl-70

CDC#10 Positive Anti Jo-1

CDC#12 Positive Anti-Ribosomal P

HAMA positive #8

HAMA positive #14

HAMA positive #16

HAMA positive #17

HAMA positive #18

RF positive #21

RF positive #22

RF positive #24

RF positive #25

RF positive #12

Corgenix Ab Index

-

Table [ SEQ Table \* ARABIC |. Specificity Troubleshoot Data

ANTIBODY

Inter-Cartridge INDEX

Sample

D Matrix

Mean %CV Theranos

Biorad Anti-SSA Positive Control
Strong Positive Clinical Sample for Anti-SSA Assay (SLE1)

1137
2605

Serum

Serum 13

THERANGS CONFIDENTIAL

Page [ PAGE ]

Confidential THPFMO0005688870



theranos™

dy SRRy

2.11 Clinical Sample Correlation

Clinical correlation assesses the accuracy of this anti-RNP assay with respect to the predicate
methods listed in section 1.1.1. Randomly obtained normal and clinical serum samples were
screened on Theranos system. Data is compared to those provided from screening the same set
of samples via three commercial ELISA kits that are specific for the detection of RNP
antibodies.

The commercial ELISA kits were obtained from three different vendors: INOVA Diagnostics,
Corgenix and IBL International. 107 normal and clinical sera obtained from Stanford and
Bioreclamation were collectively screened on these kits. INOVA, Corgenix and IBL each
yielded 18, 17, and 14 positives, respectively, out of all the samples screened. Of the 107
samples, 20 of those samples screened positive on at least one of the three commercial kits
(while only 13 of those samples tested positive on all 3 kits). All 20 samples that screened
positive on any of the three kits (in addition to the 10 out of 15 normal Stanford sera) were
screened on the Theranos system to evaluate clinical correlation. 8 out of the 18 clinical sera that
tested positive for RNP antibody on the INOVA Scl-70 ELISA kit also tested positive on the
Theranos system. One additional serum that tested positive on both the IBL and Corgenix RNP
kits (but not on the INOVA kit) was also screened on the Theranos system. It was found to be
negative, in correlation with the INOVA kit. Out of all the normal sera that tested negative across
all three commercial ELISA kits, all also tested negative on the Theranos system. There was an
approximately 62% correlation among the Theranos Anti-RNP assay and the 3 commercial
ELISA kits data. This was calculated by taking the percentage of the number of positives
yielded by the Theranos system (n=8) versus the number of positives agreed upon by all 3
predicate methods (n=13). However, only a small population of normal samples (27 total) was
evaluated for cutoff (refer to section 2.9). Correlation between Theranos Anti-RNP ELISA and
the predicate methods could be improved by screening more normal samples and re-calculating
the cutoff based on a larger pool of normals. This will be further demonstrated during validation.
See Table 10 for data from the normal donor sample screen on Theranos system in relation to the
predicate methods. See Table 13 for a comparison of clinical correlation data between Theranos
system and the predicate methods. Note that the normal Stanford sera (CLN1 to CLN10) were
evaluated twice on the Theranos system on different days to provide data for: (1) normal
screening (to determine cutoft) and (2) clinical correlation. Hence, Tables 10 and 13 contain
difterent Theranos data sets for samples CLN1 to CLN10.
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Table [ SEQ Table \* ARABIC ]. Clinical Correlation Data

THERANGS CONFIDENTIAL

Confidential

Human Test Samples Inter-Cartridge ANTIBODY INDEX
Sample
ID
Matrix Species Strain Mean %CV | Theranos | INOVA | Corgenix IBL
CLN1 Serum Normal N/A 1410 12 0.01 4 328 0.19
CLN2 Serum Normal N/A 1319 17 0.01 4 164 0.08
CLN3 Serum Normal N/A 1863 25 .01 & 33 037
CLN4 Serum Normal N/A 1475 24 00l 5 297 008
CLN5 Serum Normal N/A 1486 26 001 289 006
CLN6 Serum Normal N/A 2449 27 0.0l 7 258 0.16
CLN7 Serum Normal N/A 1242 9 001 6 333 0.19
CLN8§ Serum Normal N/A 2350 17 .01 3 567 019
CLNO Serum Normal N/A 1322 18 0.01 4 169 012
CLN10 | Serum Normal N/A 1158 37 0.01 3 332 0.12
SL04 Serum | Autoimmune Lupus 11901 19 0.07 3%

SLO7 Serum | Autoimmune Lupus 626629 25 346 150

SLOS Serum | Autoimmune Lupus 4572 15 { 13

SL09 Scrum | Autoimmunc Lupus 560655 29

CSLE2 | Serum | Autoimmune |  Lupus 3996 39 0 0

CSLE4 | Serum | Autoimmune |  Lupus 601155 | 44

CSLE5 | Serum | Autoimmune |  Lupus 80602 | 19 1760 | 044

CSLE7 | Serum | Autoimmune | ~Lupus | 580654 | 23

CSLE$ | Scrum | Autoimmune |  Lupus 69859 36 039

CSLE10 | Serum |Autoimmune | Lupus | 173586 | 22 ) 95

CSLE!l | Serum |Autoimmune |  Lupus 209119 | 25

CSLE13 | Serum | Autoimmune Lupus 3387 18

CSLE14 | Serum | Autoimmune Lupus 22757 45

CSLE153 Serum | Autoimmune Lupus 516340 26

SCLO02 Serum | Autoimmune | Scleroderma 24708 12 32

SCLO5 Serum | Autoimmune | Scleroderma 8260 11 13

SCLO7 Serum | Autoimmune | Scleroderma | 27780 24

SCL11 Serum | Autoimmune | Scleroderma | 21056 22

SCL14 Serum | Autoimmune | Scleroderma | 1089200 15

SCL35 Serum Autoimmune | Scleroderma 1868 15
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Table [ SEQ Table \* ARABIC |. Clinical Demographics Data

Human Clinical Samples Gender | Age
Sample ID | Matrix Species Strain

SLO04 Serum Autoimmune Lupus Female | 33
SLO7 Serum Autoimmune Lupus Female | 31
SLO8 Serum Autoimmune Lupus Male 60
SLO9 Serum Autoimmune Lupus Female | 40
CSLE2 Serum Autoimmune Lupus Female | 27
CSLE4 Serum Autoimmune Lupus Female | 20
CSLES Serum Autoimmune Lupus Female | 57
CSLE7 Serum Autoimmune Lupus Female | 42
CSLES Serum Autoimmune Lupus Female | 22
CSLEI10 Serum Autoimmune Lupus Female | 38
CSLEI11 Serum Autoimmune Lupus Female | 45
CSLE13 Serum Autoimmune Lupus Female | 45
CSLE14 Serum Autoimmune Lupus Female | 33
CSLEIS Serum Autoimmune Lupus Female | 32
SCL02 Serum Autoimmune Scleroderma | Female 63
SCLO05 Serum Autoimmune Scleroderma | Female | 42
SCL07 Serum Autoimmune Scleroderma | Female 63
SCL11 Serum Autoimmune Scleroderma | Female 56
SCL14 Serum Autoimmune Scleroderma | Female 65
SCL35 Serum Autoimmune Scleroderma | Female 75
H8 Serum | Interference Serum HAMA Male 21
H14 Serum | Interference Serum HAMA Female 32
Hle6 Serum | Interference Serum HAMA Male 42
H17 Serum | Interference Serum HAMA Male 28
HI18 Serum | Interference Serum HAMA Male 55
R21 Serum Autoimmune RF Male 50
R22 Serum Autoimmune RF Male 57
R24 Serum Autoimmune RF Male 59
R25 Serum Autoimmune RF Male 59
R12 Serum Autoimmune RF Female 87
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2.12 Assay Summary
Table | SEQ Table \* ARABIC |. Assay Summary
Capture Antibody Arotec native RNP (Sm-free) antigen (Cat# ATR04-05) @ 5 pg/mL in

CBC
Coating Direct Coat
Wash Buffer 1X Enzo from 20X
Assay Buffer Blocking Buffer (3% BSA, 0.05% Sodium Azide in TBS)

Detector Antibody | Novus Biologicals (Cat# NB100-2046) clone 2C11 @ 100 ng/mL in
Theranos AP Conjugate Stabilizer

Detector Stabilizer | Theranos Alkaline Phosphatase Conjugate Stabilizer

Sample Dilution 25x

Post Sample Wash | YES

Edison Protocol Generic2 25x PSW svn 5735

2.13 Reference

e Theranos Laboratory Notebook # 408
e Theranos Experiment Log #E0817
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