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1 Purpose

1.1  The purpose of this proposal is to devise an alternative assessment protocol (AAP) x
laboratory-developed tests on the EDISON 3.5 immunoassay instrument.

1.2 Guidelire: For non-CMS-regulated tests or those which lack FDA clearan
or external PT programs may not be available for certain analytes. In s¥g. \Q ces, an
AAP will be used to ensure accuracy of the ongoing test system, Ji/\’

2 Scope \\f}f’

2.1  The alternative assessment protocol (AAP) appliesio all [aboratory developed tests on
the EDISON 3.5 instrument, and will be co @ery 6 monthq A

S

/\
fici Supervisor (T/ 1o ﬁi&ﬁ the alternative

nducted every 6 mo or all analytes.

3 Responsibilities

3.1 Itis the responsibility of the

assessment procedure (

3.2 Laboratory g@@d are responsible for the following:

3.2.1 d processing the proficiency testing samples from in-house patient
coilectlon

3.2.2  Reporting the results to the TS or designee for evaluation

3.2.3  Completing applicable fields on CL FRM-00006-F1 Proficiency Testing
Evaluation

3.3 The Laboratory Technical Supervisor is responsible for the following:

33.1  Making sure that proficiency testing samples are identified and prepared for the
Laboratory

3.3.2  Evaluating proficiency testing sample results
Dleranos Confidential ] Page 3 of 6

Any retransmissions, reproductions, dissemination or other use of these materials by persons or entities other than the intended
recipient is prohibited. This document supersedes all earlier or previous documents unless approved in writing.
CL SOP-19001 Rev. A, Released Date 10/23/2013

IOV NOILVINEOINI 40 WOAZEdd FHL YFANN TANSOTISIA WOH LIWIXH NOLLYIHCANT TYIDITNINGD TVILNIAIANOD

CMS2-001575



"' ACQNFIDENTIAL COMMERCIAL INFORMATION Staudand Q@ psrating Pvecedure rREESSHRsRNBRG Bk ROP-00020

.I-her dNes Revision: B

CLIA Laboratory Effective Date: 01/01/2014

Proficiency testing for Theranos Lab-Developed Tests (Immunoassays)

33.3  Completing applicablc ficlds on CL FRM-00006-F1 Proficiency Testing
Evaluation

3.4 The Laboratory Director is responsible for the following: (f/ /\%
O
3.4.1  Reviewing and approving each PT testing event documentation. @\
' v

@%
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4 Procedure

4.1  Obtain 5 venous clinical samples from an in-house collection. C‘%’%
42  Obtain also, 5 matching fingerstick (capillary) specimens. s
43  Atleast 10mL of LiHep anticoagulated bloed should be collected for ti% clinical

specimens. Ao @
4.4  Runthe predicate Siemens Immulite or Siemens ADVIA CenfayrSKH and Theranos LDT

methods in parallel for each patient sample. &
4,5 Calculate the bias of the Theranos LDT test as followgbm> eranos value — Immulite

or Centaur value/Immulite value or Centaur .val@ v
A

5 Acceptance criteria
S N

4
5.1  The bias should not exceed the tot, ble error stated i @5@\’88 Proficiency

N\
R Part 493, @n of Health and Human

27 through 493.937):
out of 5) of the patient clinical samples, then the proficiency

Testing Limits (Federal Regf
Services, January 24, 2(

5.2  If an analyte fai z’%
will be de ha éfailcd the proficiency event.

53  Ifan analyte failan a proficiency event, corrective actions will be implemented,
according to CL-QOP-00006

54  If an analyte fails two consecutive proficiency events, testing will be discontinued for that

analyte, until such time as the assay is corrected, and passes AAP PT re-testing.
5.4.1 The latter event will be documented and signed off by the laboratory director

542  Resumption of testing will only occur upon documentation and approval by the

laboratory director.
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6 RECORDS
6.1

7 REFERENCES

All PT records will be retained for a minimum of 3 years

(o

7.1 42 CFR Part 493 Subpart H, Participation in Proficiency Testin%for ratories .
Performing Tests of Moderate Complexity (Including the Subcgtegor gh Complexity,
or Any Combination of These Tests

7.2 42 CFR Part 493.1236, Standard: Evaluation of proﬁc%ﬁ@performanoe

7.3 42 CFR Part 493.1445, Standard: Laboratory Diregtor Respefisibilities

7.4 CLSI Guideline GP27 @V) i\

© 7.5 CLSI Guideline GP 29 %%
Y

8 REVISION HISTORY

Revision Level Effective Date | Ihiﬁétor
A 11/26/2013 A. Rosendorff DCO-000126
. B 01/01/2014 . 8. Saksena DCO-006093

Section Number

Description and Justification of Changes

All A: initial release
B Update to current practice
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CL FRM-00022-F3
Revision

Effective 6/15/2015

AAP Program: Testing Date: 08/18/2014 Sample 1 Sample 2 Sample 3 Sample 4 Sample 5 Score
Thyroxine, Free (ng/dL)

Thyroxine, Free Pradicate 1.42 0.81 1.17 1.33 1.02

Thyroxine, Free Theranos 119 0.80 1.26 112 1.02 100%
TAE + 20% +20% +20% +20% +20%

Predicate Value) / Analyle Predicate Value (%) -16% -2% 8% -16% 0%

AAP Program: Testing Date: 08/17/2014 Sample 1 Sample 2 Sample 3 Sample 4 Sample 5 Score
PSA, Total (ng/mL)

PSA, Total Predicate - 2.81 0.61 0.89 0.46 3.32

PSA, Total Therancs 2.36 0.61 0.96 0.42 271 100%
TAE +20% +20% +20% +20% +20%

Predicate Véluej / Analyte Predicate Value (%) -16% 0% 8% -9% -18%

AAP Program: Tasting Date: 08/04/2014 Sample 1 Sample 2 Sample 3 Sample 4 Sample 5 Score
Thyroid Stimulating Hormone (ulU/mL)

Thyroid Stimulating Hormone Predicate 0.84 252 2.02 1.21 1.65

Thyroid Stimulating Hormone Theranos 0.87 2.74 2.37 1.35 1.48 100%
TAE +20% +20% +20% +20% +20%

Predicate Value) / Analyte Predicate Value (%) | 4% 9% 17% 12% -10%

AAP Program: Testing Date: 08/04/2014 Sample 1 Sample 2 Sample 3 Sample 4 Sample 5 Score
Vitamin D (ng/mL)

Vitamin D Predicate 29.6 56.5 225 42.3 10.8

Vitamin D Theranos 32.1 46.0 26.8 429 11.3 100%
TAE +20% +20% +20% + 20% +20%

100 x (Analyte Theranos Value - Analyte Predica 8% -19% 19% 1% 5%

pd

Data Entered By: Suraj Saksena N pate; 11 /iee/i8”

Verify By: __ Gurbir Sidhu ﬁ ﬁ;: Ml hy) 7
|Laboratory Director: __ Sunil Dhawan, MD % Date: ) / ] /\ //r‘f

Ef / L 7
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CL FRM-00022-F3

Revision A

Effective 6/15/2015
AAP Program: Testing Date: 10/21/2014 Sample 1 |Sample 2 [Sample3 |Sample4 |Sample5 Score
Estradiol (pg/mL)
Estradiol Predicate <20 <20 44.6 200.0 <20
Estradiol Theranos <LLOQ <LLOQ 48.5 178.3 <LLOQ
TAE + 20% + 20% + 20% +20% +20% 100%
100 x (Analyte Theranos Value - Analyte
Predicate Value) / Analyte Predicate Value (%) N/A N/A 11 il N/A
AAP Program: Testing Date: 10/22/2014 Sample 1 |Sample2 |Sample3 |Sample 4 Sample 5 Score
Thyroxine, Free (ng/dL)
Thyroxine, Free Predicate 3.69 6.84 6.4 116 4.39
Thyroxine, Free Theranos 3.33 5.96 5.86 1.32 4.19
TAE * 20% +20% +20% +20% +20% 100%
100 x (Analyte Theranos Value - Analyte
Predicate Value) / Analyte Predicate Value (%) -10 -13 -9 14 -5
AAP Program: Testing Date: 10/22/2014 Sample 1 [Sample2 [Sample3 |Sample4 [Sample 5 Score
Human Chorionic Gonadotropin (mIU/mL)
Human Chorionic Gonadotropin Predicate 259 <1 <1 «l, <1
Human Charionic Genadotropin Theranos 223.3 <LLOQ <LLOQ <LLOQ <LLOQ
TAE +20% +20% + 20% +20% + 20% 100%
100 x (Analyte Theranos Value - Analyte
Predicate Value) / Analyte Predicate Value (%) -14 N/A N/A N/A N/A
AAP Program: Testing Date: _ 10/20/2014 Sample1l |Sample2 |Sample3 [Sample4 [Sample5 Score
Prolactin (ng/mlL)
Prolactin Predicate 124.50 72.10 10.13 210.50 35.74
Prolactin Theranos 129.41 68.98 9.20 176.85 34.50
TAE + 20% + 20% +20% + 20% +20% 100%
100 x (Analyte Theranos Value - Analyte
Predicate Value) / Analyte Predicate Value (%) 4 -4 -9 A6 3

Theranos Internal Only
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AAP Program: Testing Daie: 10/03/2014 Sample 1 |Sample2 |(Sample3 [Sampled4 |Sample 5 Scare
Sex Hormone Binding Globulin {nmol/L)

Sex Hormone Binding Globulin Predicate 41.5 25.7 40.2 42.0 i7.0

Sex Hormone Binding Globulin Theranos 39.5 24.7 42.4 49.2 17.9 100%
TAE + 20% + 20%  20% + 20% +20%

100 x [Analyte Theranos Value - Analyte

Predicate Value)} / Analyte Predicate Value {%) -5 -4 5 17 5

AAP Program: Testing Date: 10/02/2014 Samplel |[Sample2 |Sample3 |Sample4 |Sample 5 Score
PSA, Total {ng/mL})

PSA, Total Predicate 1.07 0.59 0.72 0.46 0.66

PSA, Total Theranos 0.93 0.54 0.62 0.42 0.68

TAE +20% 1 20% +20% T 20% +20% 100%
100 x (Analyte Theranos Value - Analyte

Predicate Value) / Analyte Predicate Value (%) -13 -8 -13 -9 3

AAP Program: Testing Date: 11/11/2014 Sample 1 [Sample2 |[Sample3 |[Sample4 [Sample 5 Score
Thyroid Stimulating Hormone {ulU/mL)

Thyroid Stimulating Hormone Predicate 2.73 0.89 0.88 1.96 1.46

Thyroid Stimulating Hormone Theranos 2.32 0.81 0.74 2.15 1.48

TAE + 20% +20% % 20% +20% +20% 100%
100 x (Analyte Theranos Value - Analyte

Predicate Value) / Analyte Predicate Value (%} -15 -9 -16 9 1

AAP Program: Testing Date: 10/20/2014 Sample 1 |Sample2 [Sample3 [Sample4 |Sample5 Score
Testosterone (ng/dL}

Testosterone Predicate 991.0 284.0 1098.0 63.4 315.0
Testosterone Theranos 973.1 250.7 981.5 62.9 282.3

TAE + 20% +20% +20% +20% + 20% 100%
100 x (Analyte Theranos Value - Analyte

Predicate Value) / Analyte Predicate Value {%) -2 -12 -11 -1 10

Theranos internal Only
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AAP Program: Testing Date:11/20/2014 Sample 1 [Sample 2 |Sample3 [Sampled4 [Sample5 Score
Trifodothyronine {ng/dL)
Triiodothyronine Predicate 107 98 83 97 125
Triiodathyronine Theranos 107 110 87 81 121
TAE + 20% +20% £ 20% + 20% + 20% 100%
100 x {Analyte Theranos Value - Analyte
Predicate Value} / Analyte Predicate Value (%) 0 12 5 -16 -3
AAP Program: Testing Date: 10/20/2014 Samplel {Sample2 |[Sample3 (Sampled4 [Sample5 Score
Thyroxine, Total (ug/dL)
Thyroxine, Total Predicate 4,70 5.34 7.20 6.88 8.17
Thyroxine, Total Theranos 428 5.87 6.49 8.16 9.75
TAE + 20% 1 20% £ 20% +20% + 20% 100%
100 x (Analyte Theranos Value - Analyte
Predicate Value) / Analyte Predicate Value (%) -9 10 -10 19 19
AAP Program: Testing Date: 10/21/2014 Sample1l |Sample2 |[Sample3 |[Sample4 [Sample5 Score
Vitamin B12 (pg/mL)
Vitamin B12 Predicate 341.0 565.0 465.0 418.0 491.0
Vitamin B12 Theranos 348.9 499.6 543.5 410.0 5i3.0
TAE +20% 1 20% + 20% + 20% + 20% 100%
100 x {Analyte Theranos Value - Analyte
Predicate Value} / Analyte Predicate Value (%) 2 -12 17 -2 4
AAP Program: Testing Date: 11/4/2014 Samplel |Sample2 |[Sample3 [Sample4 |Sample5 Score
Vitamin D (ng/mL)
Vitamin D Predicate 35.5 11.1 30.1 20.8 12.8
Vitamin D Theranos 39.8 11 32.8 24.9 14.2
TAE + 20% + 20% +20% + 20% + 20% 100%
100 x (Analyte Theranos Value - Analyte
Predicate Value) / Analyte Predicate Value (%) 12 -1 9 20 11
I -

Data Entered By: _dwA~— SvR&AJ SACSENA Date:__H{~-ib-~-1%
Verify By: _fhadsd 1G04 11 St hom Date: __/{— /6 &~
Laboratory Director: Date:
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Alternative Assessment Program

Cl. FRM-00022-F3

Revision A
Effective 6/15/2015
AAP Program: Tasting Date: 03/13/2015 Sample 1 |Sample 2 |Sample3 |Sample 4 [Sample 5 Scare
Sex Hormone Binding Globulin (nmol/L)
Sex Hormone Binding Globulin Predicate 26.7 527 27.6 48.8 21:5
Sex Hormone Binding Globulin Theranos 26.3 68.1 259 Bl 22.5 100%
TAE + 20% +20% +20% =20% +20%
100 x (Analyte Theranos Value - Analyte Predicate Value) / An =1 18 -6 6 5
AAP Program: Testing Date: _03/05/2015 Sample 1 |Sample 2 |Sample3 [Sample 4 |[Sample 5 Score
PSA, Total (ng/mL)
PSA, Total Predicate 112 0.60 0.57 0.74 0.82
PSA, Total Theranos 111 0.54 0.64 0.62 0.93 100%
TAE - + 20% +20% +20% +20% +20%
100 x (Analyte Theranos Value - Analyte Predicate Value) / Anj -1 -1 -11 12 -16
Data Entered By " SUANT  SAfe sensd- Date: 14 /i e
Verify By: . ! Nt Date: /20 T815
Laboratory Director: P T e — pate: 11T 1I O

Theranos C

praguctie

arlior ar nroviaus d. uplessa d o eiting

P22 0=

Page 1 of 1
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CBC
Chemistry
DCA
Immulite
DiaSorin
Iris

Total

RBC
Mean Corpuscular Volume
Red Cell Distribution Width
Platelet
Hematocrit
=an Platelet Volume
,ételetcrit (%)
Platelet Distribution Wicth
Monocytes, Absolute z
Basophils, Absolutes
Chloride

RS

Urea Nitrogen ™.

Amylase
DHEA-S

Summary of Predicate Controls Analyzed in April 2014

# of Controls

April Predicate Assays and levels with 10x ap

Level
2and 3
1, 2and 3
1,2and3
1,2and3

2879
2370
249
1382
180
1328
8388

Adjustments Dates

25D
0
11
0
10
0
0
21

/1,7,16,22,28

4/23,29
4/13

4/5,10,16,24
4/3,4/18

35D

% 25D

0.0
0.5
0.0
0

Lipase
Phosphorous
Progesterone
Protein
Thyroxine
TIBC

Total PSA |
Triglycerides
TSH

5/8/2014

1,2and 3
land2
B
2
land3
4
2and3
i
1,2and 3
1

Adjustments Dates
4/16
4/9
4/11, 4/27
/1, A7
4/26
4/9,23,26
4/3,16,30
4/1,7,15,22
4/11, 4/26
4/26
4/10, 4/26
4/8
4/9, 4/24
4/27,4/30
4/11, 4/25
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April Predicate Assays and Levels with >35D above the mean o
Level Times Level Times
Immunoglobulin A 1 1 Ferritin 1 1
Immunoglobuiin G 1 1 Vitamin B 2 1
Albumin 2 1 Progesterone 1
Thyroglobulin Autoantibodies 2 2 H. pylori 3

April Predicate Assays and Levels with >3SD bs{3

Level Times
Thyroxine, Total 1 . 1 Rubella IgG
1713 2 1 2
Vitamin B .3 1

Preparad By: Reviewed By:

Adam Rosendorff

Date:

3
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Advia 1800 #1 j'

Test: Albumin (gfdl) = -~ = o

[ Control .MULTIQUAL 1 Advia Level 1 ]
4.
-
a
i
=
ja]
[
-
Lot#: 45661 Expires: 8/31/2015
Date/Time Result Mean 2SD Tech Flag Comments
411714 12:30 250 253 0.50 BRB
412114 11:35 2.50 253 050 DR
47314 14:37 2.50 253 050 DR
414/14 14:15 250 253 0.50 BRB
4/5/14 13:51 2.50 253 1050 ET
4/6/14 17:20 250 253 050 HA
417114 14:44 240 253 050 DBR _
4(8/14 15:00 250 253 0.50 DBR 100 sidedfme
4/9/14 14:59 250 253 050 DBR 100n$ideuf.rhe/
4/10/14 14:00 240 253 0.50 DBR 10o0n side of me
4/13/14 14:59 260 253 0.50 DBR
4114714 08:07 260 253 050 EC
4/15/14 13:51 250 253 0.50 EC
4/16/14 13:13 2,50 253 050 ET
4/17/14 10:33 260 253 0.50 BB
4/18/14 14:48 250 253 0.50 BRB
4/19/14 15:40 250 253 050 BRB
4121114 12:21 250 253 050 ET
4/22/14 16:24 270 253 050 DBR
4/23/14 13:13 270 253 050 BRB
4/24/1414:40 . 260 253 050 DRB
4/25/14 10:51 280 253 050 DR
4/26/14 15:03 270 253 050 DBR
4/27/14 10:19 260 253 050 MM
4/28/14 12:08 270 253 0.50 DBR
4129114 12:59 260 253 050 DBR
4/30/14 11:27 260 253 050 DBR
Advia Level 1 Calculated Mean: ~ 2.55 2SD: 017 %CV: 33 n: 27 Reviewed By: 2"_{!}1)1
[ Control .MULTIQUAL 2 Advia Level 2 ]
41
=
£
2
=
fa)
7]
.
Lot#: 45662 Expires: 8/31/2015
Printed:  5/1/2014 18:27 Levey-Jennings Report Page 94 of 368
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' 28D Tech Flag " Gomments

471/714 12:30 3.60 3.80 0.76
4/2/14 11:35 360 3.80 0.76 "
4/3114 14:37 3.50 3.80 0.76 .
4/4/14 14:15 3.60 3.80 076
4/5/14 13:51 3.60 3.80 0.76
4/6/14 17:20 3.60 3.80 0.78
417714 14:44 360 380 076
418114 15:00 360 3.80 076
4/9/14 14:59 - 340 3.80 0.76
4/10/14 14:00 340 380 0.76
4/13/14 15:00 3.80 380 076
4/14/14 08:08 360 3.80 076
4115114 13:52 370 380 0.7
4/16/14 13:19 370 3.80 078
4/17/14 10:38 370 3.80 076
4118/14 14:48 380 380 076 BRB
4/19/14 15:40 360. 380 076 BRB
4721114 12:22 360 380 076 ET
Al22114 16:25 370 380 076 DBR
42314 1313 370 3.80 07 BRB
4/24114 14:40 370 3.80 076 DRB 70 on side of me
4/2514 10:51 380 380 076 DR o
4126114 15:03 370 380 076 DBR
412714 10:21 3.70 380 076 MM
4/28/14 12:08 3.80 380 078 DBR
4/29/14 12:59 3.80 3.80 076 DBR
4/30/14 11:27 3.80 380 076 DBR
A e X
Advia Level 2 . Calculated Mean:  3.65 28D; 0.22 %CV: 3.0 n: 27 Reviewed By: ‘/
[ Control .MULTIQUAL 3 Advia Lovel 3 ]
4-

[:]

c

8

=

a

73]

"

Lot# 45663 Expires: 8/31/2016
Date/Time Result Mean 25D Tech Flag Comments Date/Time Result Mean 28D Tech Flag Comments
4/1714 12:30 4.30 4.08 082 BRB 100n sideof me 4126114 15:03 440 4.08 0.82 DBR 10 onside of me
42114 11:35 4.30 408 0.82 \ slde of e 4/27114 10:22 450 408 0.52 MJM 10 on side of me
4/3114 14:37 430 408 082  of 4/28/14 12:08 430 408 082 DBR - e of mé
44114 14:15 420 408 082 4/29/14 14:03 450 408 0.82 DBR 10
4/5{14 13:51 430 408 082 4730114 11:27 A50 408 082 DBR
4f614 17:20 420 408 082
41THA 14:44 430 408 082
4/8114 15:00 430 408 062
4/9/14 15:02 430 408 082
4/10/14 14:00 4,30 4.08 0.82
4113/14 15:00 430 408 082
4114114 08:08 440 408 0.82
4115114 13:54 4,40 408 0.82
4/16/14 13:19 440 408 082
4N7M4 10:34 450 408 0.82
A/18/14 14:50 440 408 0.82
4/19/14 16:40 450 4,08 0.82
4121114 1223 430 408 0.82
412214 18:25 440 408 0.82
412314 1314 450 408 0.82
4124114 14:40 450 408 0.82
A4/25/14 10:51 450 408 0.82 1 'side
Printed: 5/1/2014 18:27 Levey-Jennings Repost Page 95 of 368
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theranes

104, ?120 14
SEPTEMBER PREDICATE CONTROLS ANALYZED
| Predicate # of Controls 25D 35D % 25D % 35D
BCS 83 0 0 0.0 0.0
CBC 198 0 0 0.0 S 00
Centaurl* 1566 20 2 13 0.1
Centaur2* 92 9 3 9.8 33
Chemistry 1349 b 1 0.4 0.1
DCA 0 0 0 0.0 0.0
DiaSorin 806 22 0 0.6 0.0
Drew3 1440 0 0 0.0 0.0
ESR . 4 (6] 0 0.0 0.0
Immulite®* 1668 22 g 13 o5
Iris 1392 0 0 0.0 0.0
Lead 0 0 0 0.0 0.0
m2000 97 0 0 0.0 0.0
RPR 18 0 0 0.0 0.0
TANGO / 3-Cell o] 7 0 7.8 0.0
TANGO / ABO 134 1 0 g = 0.0
Totals 8937 - 86 15 1.0 0.2
Centaur® Times Immulite** Times
Homacysteine ] Testosterone™ 6
Insulin 5 DHEA-S 3
TSTO - 4 Progesterone 3
Troponin 3 TT3 3
IgE 3

September Predicate Assays and Levels with 10x above the mean

PRL iand3

DHEA-S 2and 3 Changed to Centaur
IgE i Changed to Centaur
Progesterane 3 Changed to Centaur
SHBG* land2 |

tPSA* 1,2and3

Thyroxine, Free® 3

*Swapna plans to switch to Centaur after move
Red: Centaur

il
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theranes
- o Vo -
N ' ";.r
s ' Sepiember Predicate Assays and L.evels with 10x below the mean

eE2 © 1,2and3

T3 1

PRGE 2and3

Cortlsol* land3

Estradiol 1 Changed to Centaur

fPSA* ’ 1,2and3

IPTH* land 2

TT4* : 2

*Swapna plan ta switch to Centaur after move

September Predicate Assays and Levels with >2SD above the mean
Ferritin 2 C-Peptide 3
Folate 1 DHEA-S 2and3
Homocysteine iand2 Progesterone 1
insulin 2 Testosterone 1,2and3
Tropenin 1,2and3 Thyroglobulin 3
Chloride 1 T3 1
September Predicate Assays and Levels with >28D below the mean
BNP 2and 3 Estradiol 1
ek2 land 2 Estriol, Uncon. . 3
3 i fPSA 1,2and3
PRGE i HbAlc i,2and3
N Tup 2 iPTH land2

Cortisol land3 T8 . 2

;

September Predicate Assays and Levels with >38D above the mean

Ferritin 2 Thyroglobulin land 3
Homocysteine 1 TI3~ 1
Progesterone 1 Tup 1,2and 3
Testosterone 1 Chloride 1

2

SRR R S SR T O NG
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theranes

September Predicafe Assays and Levels with >38D beiow the mean

CPSA. i TBG 1
TSTO land2

Prepared By: ‘% M ‘ Reviewed By: /4'—""7/ £

Langly Ges Adam Rosengdorff

Date: 11‘9'//6/2*0}"/ : Date: - ’0Hb ,/%“7‘,

AR
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Theranos Internal Only ORF Investigations Monthly Summary - January 2015
device_name Test.Name total_warnings | total_10_x | total_R_4s
ADVIA_1_SR ALB 55 55 -
ADVIA_1_SR ALPAMP 48 48 0
ADVIA_1_SR ALT 29 o 0
ADVIA_1_SR AST 10 10 0
ADVIA_1_SR CA 2 66 66 0
ADVIA_1_SR CKNAC 18 18 0
ADVIA_1_SR cl 2 2 0
ADVIA 1 SR co2_L 2 2 0
ADVIA 1 SR D LDL 22 21l 0
ADVIA_1_SR DBIL_2 30 30 0
ADVIA_1 SR D-HDL 66 66 0
ADVIA_1_SR ECRE_2 19 19 0
ADVIA_1_SR GLUH_3 66 66 0
ADVIA_1_SR K : 15 15 0
ADVIA_1_SR Na i 1 0
ADVIA_1_SR TBIL_2 13 13 0
ADVIA_1_SR UN 32 32 0
ADVIA_1_SR IRON_2 11 11 0
ADVIA_1 SR MG 1 i 0
ADVIA_1_SR TIBC 6 6 0

Therar %QYH%(P%W&):{M HO WOHHI HHIL JEAN H’HHSO% HIQSRILANEXH NOLLVARIOANI TVIDEHNNOD TVIINHALINOGD
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Em..m:@w

Assay
fT4
HCG

SHBG
PSA

T5T

T4
VB12
vD
Totals

QCs

Analyzed

208
103
129
206
583
245
124

478
352
2522

Low Level

Pass
70
48
41
94

258
105
a7
47
189
149

1048

High Level

Pass
72
52
49
95

262
101
42
34
176
144

1027

25D
Low Level

17
0
a
3

12

10
3
4

29
S
87

January Theranos Assays and Levels with 10x above the mean

EDISON™

35D

22
1
13
5
18
8
12
2
36
22
139

TiBC

Low Level

25D

High Level

10
0
6
6

16

12
8
2

27

land2

35D
High Level

17
2
16
3
17
9
12
5
21
25
127

%25D

0.0
7.8
4.4
4.8
3.0
83
o4
11.7
3.4
7.2

%3SD

188

2.9
225
3.9
8.0
6.9
19.4
7.4
119
134
10.5

Readers

6

5
7
6
23

104
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Theranos Internal Cnly

ORF Investigation Monthly Summary - April 2014

device_name | Test.Name | total_warnings | total_10_x | total_R_4s
ADVIA_1_SR ALB 44 44 0
ADVIA_1_SR ALPAMP 44 44 0
ADVIA_1 SR ALT 56 56 0
ADVIA_1_SR AST 20 20 0
ADVIA_1_SR CA_2 82 82 0
ADVIA_1 SR CHOL_2 19 19 0
ADVIA_1 SR CKNAC 54 54 0
ADVIA_1_SR ] 93 93 0
ADVIA_1_SR Cco2 L 21 20 0
ADVIA_1 SR D LDL 53 53 0
ADVIA 1 SR DBIL 2 - 64 64 0
ADVIA_1_SR D-HDL 84 84 0
ADVIA 1 SR ECRE_2 16 16 0
ADVIA_1 SR GLUH_3 84 84 0
ADVIA_1_SR K 28 28 0
ADVIA_1_SR Na 4 4 0
ADVIA_1 SR TBIL_2 77 77 0
ADVIA_1_SR TP 22 22 0
ADVIA 1 SR Trig 66 66 0
ADVIA_1_SR UN 16 16 0
ADVIA_1 SR AMYLAS 10 10 0
ADVIA_1_SR GGT 1 il 0
ADVIA_1 SR IRON_2 42 42 0
ADVIA_1_SR LIP 11 1 0
ADVIA_1_SR MG 27 25 0
ADVIA 1 SR TIBC 35 35 0
ADVIA_1 SR UA 14 14 0
ADVIA_1 SR LITH 3 2 0
ADVIA_1_SR LDLP 27 27 0

Therano‘%?rtlv%ern
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Theranos Internal Only ORF Investigation Monthly Summary - September 2014
device_name Test.Name total_warnings | total_10_x | total R_4s
ADVIA_1 SR ALB 49 49 Q
ADVIA_1_SR ALPAMP 7 21 0
ADVIA 1 SR ALT 41 39 0
ADVIA_1 SR AST 23 23 0
ADVIA_1 SR CAZ 19 19 0
ADVIA_1_SR CHOL 2 10 10 0
ADVIA_1 SR CKNAC 50 50 0
ADVIA_1_SR cl 59 59 0
ADVIA_1 SR o2 L . ils 15 0
ADVIA_1_SR D LDL 57 54 0
ADVIA_1_SR DBIL_2 55 55 0
ADVIA_1_SR D-HDL 16 15 0
ADVIA_1 SR ECRE_2 32 31 0
ADVIA_1_SR GLUH_3 58 58 0
ADVIA_1 SR ; K 13 ik 0
ADVIA_1 SR | Na il 0 0
ADVIA_1 SR TBIL_2 60 60 0
ADVIA_1_SR Trig 32 32 0
ADVIA_1_SR UN 39 39 0
ADVIA_1 SR GGT 1 i) 0
ADVIA 1 SR IP ; 6 6 0
ADVIA_1 SR ! IRON_2 8 8 0
ADVIA_1_SR MG 3 3 0
ADVIA_1 SR TIBC 22 22 0
ADVIA 1 SR UA 12 12 0
ADVIA_1 SR LDLP 9 9 0

LDV NOILYIIOANI 20 WOJHHH HHL ¥HANN FANSOTOSIA N0 LANTKH NOLLYWEOANT TYIDUHEAINOD TVILNIAIINOD
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