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1. PURPOSE

1.1. The purpose of this procedure is to provide for a system and instructions, and to
assign responsibilities for establishment, review, authorization, issue,
distribution, and revision of controlled documents.

2. SCOPE
2.1. This procedure applies to the following categories of documents:
//

2.1.1. Quality Manual 7N \

2.1.2. Policies, Program documents and Plans N, ]
e /

2.1.3. Standard Operating Procedures o v

2.1.4. Forms > "

2.1.5. Reports

\S

3. DEFINITIONS AND ABBREVI:E\?TQ >

%‘//’ ()

Controlled Document Aﬂ%d%cument that)zi’efmes methods employed to control the operation of all
<areas &f the laberatory, has an effect on the quality of assays or Quality
Sygstem d is revision controlled through the DCO process.

Document Change Orﬁer T‘he\srocess by which a document is created or revised.
(DCO) v ‘A

7 <\

4< RE&{O NS u.mﬁé/ - \

4\It i the re%onmblhty of the Quality Assurance / Quality Control Manger
(QA? or designee to establish and maintain the document control systen*i { / A S
+\t tails authorizing the aSS|gnment of and issuing new and revised V / {J f\f‘f

rolled document numbers, and maintaining either a manual file of,onﬁﬁl\ $ W/_,/
coples of controlled documents or computerized document control syst; )

\/ Reference copies will be issued and distributed to authorized p nnel@ % ;
CLIA Laboratory. <\ ; \ a}
S L

(\/\

5. PROCEDURE A0 N
5.1. Documents categorized into one of the types mentionéd-in section 2.1 are !
established and controlied following the rufe\ghathpﬁ‘iy t6 t:ontrolled documents, /\
as defined in this procedure. PN (\ o
kY \./{\‘\ \
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5.2. ldentification
5.2.1. Controlled documents are identified by:

5.2.1.1. Unique title and controlled document number,
5.2.1.2. Effective date and revision level, and
5.2.1.3. Identification of the approving/issuing authority.

5.2.2. All controlled documents are identified with respect to their revision level
by a consecutive letter and the effective date.

T

5.3. Initiation of new documents and revisions .,/ '\.\

5.3.1. Laboratory personnel on all levels are enceuraged to critically evaluate the
documents they use and request re\uswns to correct errors and

inconsistencies. f N

\

5.3.2. Anyone in the CLIA Laboratgry may requgst the issue of a new document,
or a revision of an emstlng clpcumenfxTh@person wishing to initiate a
document or a revision sbmits a‘t;lraft of the proposed document to his or
her manager or supemgon The mahager responsible for approving and
issuing the documen% may r’ewseﬁ’r reject the draft.

5.4. Initial issue o A i //(
\ T
5.4.1. Priorto ,l_s_s_ye\and*g[ease by the Laboratory Director, documents are also
rewevjx;eﬂ' for é@e\quacy, correctness, and conformity to quality policies by the

QA/QC Ména?er or-designee. (\

5.4, LApprovéand released documents are identified with Document Change ™\ \
/\ f/ Or&er\(uDCO)ﬁumber and the effective date. DCO numbers are tracked in a '\\

flog artd kept by the QA/QC Manager.  Hand-written approval signatures or SN
\ele |c signatures on documents are acceptable. Reference CL QOP- e,

N
4’\.

/ :

/ 7 \
pd
s zg } / A
x"-! R . ‘ p—— "f i !‘«n F\‘/
“ 5 5. Re\n ions SN g,

{' ‘ /‘\\ . 7/ L‘\«k_;‘“ -

\5 5.1. Changes to documents are reviewed and approved by the abbrafo ,
SN Director. The issuing of revisions follows the same procedura that agplles to’
the issuing of initial documents. b
5.5.2. Revised documents are formally released through th DCO roceSs
(Reference CL QOP-00004) TN

o
5.5.3. When documents are changed without the dbcduﬁlépt jbeing re—issued ona
higher revision level, approved dewatlﬁn is-issued. Printouts of documents |~
may not be changed by handwritten @orrectians, i \—-:;H
/ "\ S ‘\\ AA_V__.‘ “‘-v_,_\
5.6. Placement of initial issues and revisions . N\ \
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5.6.1. Original documents are stored in a secured central location by the QA/QC
Manger or designee.

5.6.2. Documents are placed with authorized laboratory personnel in the CLIA
Laboratory (see section 5.7).

5.6.3. When revised documents are placed, previous revisions are removed and
store electronically in an obsolete folder.

5.7.Uncontrolled copies

5.7.1. Documents issued to personnel for informﬂ'ﬁb?é]“ urposes are stamped
REFERENCE USE across the title page of altematively it may be
handwritten clearly across the title page. L \\W J

/
5.8. Retention of obsolete documents e \"\u.,«/
5.8.1. At least one copy of obsolete/colﬁrﬂed documents is retained.

5.8.2. Obsolete documents a::e—reta\gd as.spécified in CL QOP-00010.

5.8.3. Retained copies offéb}s’gvleteémtm{ents are stamped OBSOLETE.

Sl

/‘ ‘

6. RECORDS l\f o { J f
6.1.Documents will b@or@d péLQLféOP 00010 Record and Specimen Retention..
7. ATTACHMENT§} N / R

J /K} y
7.1.Not appl(cabfe{ J f \\
c — - AN
<\ RE.Q | NN
\QO\Pe}a’é004 Document Imttatlon Rewsmn /v\PProvaI And Distribution  / {/ ~
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1. PURPOSE

1.1 To describe the procedure for: submission, review, approval, and distribution of hew or revised
documents or processes.

2. SCOPE
2.1 THIS PROCEDURE APPLIES TO:

2.1.1  Controlled documents inciude but are not limited to the Quality Systems Manual (QSM), Quality

Management Plan (QMP), Policies (POL), other Plan (PLN), Quality Standard QOperating
Procedure (QOP}), all other Standard Operating Procedures (SOP), Form (FRM-E5HH-F#),

other attachments (ATT-#EHHHE-A#), Report (RP‘Fimate (TMP), Job Description (JOB) and

Delegation (DEL). / (\
O,
3. DEFINITIONS AND ABBREVIATIONS A S/
’/f ‘-'\ \"m._‘__'_,/
‘Term -~ | Definition o e e e R
Approval Approval of DCO sugmﬁe\a@e’ement with all information contained on the
form. TN \
Controlled Document Any do meﬁt that defmgs’ methods employed to control the operation of all
areas b?e;fabzrato has an effect on the quality of assays or Quality
S)yg’fe}u r controlled through the DCO process.
Effective Date T hs-;fdate lon wh:pﬁ a document takes effect.
Document Change Order. The\ rocess-by which a document is created or revised.
(DCO) N K
Originator - , The person initiating the DCO.
/ f H:’} 2
PFOCIUCUPFOCG$S /; 4 _lehe Procedures, Quality Control Specification, and Test Methods that descm{e
Documgnts\ b /” the testing process. \
/\ Supbbrung Any documentation/data supporting the justification for a DCO. -f””“\\\_ ~
P oc méntafro}> Example: Instrument, test-method and/or process validations, highlig . N
/ nica quantitative, qualltatave, and/or stat|st|cally significant results; refererce 0// A s
supporting technlca! data - 7/ ‘/:/ e
’ SN ' PNl Bl
/\ \s\ange Impact That Section of the DGO that requwes the Initiator to deternfiine the éﬁ(ectg;‘_/
. the Changes on the Processes, Regulatory Impact anq,wh th’é\
AN pd Verification/Validation and Risk Management is requwed
4, RESPONSIBILITY < ‘:}
41 AUTHOR

4.1.1  The author writes a new document or modifies an exi nﬁ@hdbcument\\

4.1.1.1  Ensures that new documents or revisions ar ln(hne with current Theranos policy and
procedures. (VA

4.1.1.2 Ensures that correct formatting is n\p!ace \ <o x.
4.11.3 Proof reads document for errors, mtssmﬁs ahd cla Jty

document complete with arymremerﬁ%revg&n number.

\1,\\

il

M

4.1.1.4 Inthe case of a document revision, );)rovn}es  an_accepted change version of the \\

Theranos Confidential </ \ - Pag\e\a &\\
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4.2 ORIGINATOR

4.21 The originator submits a new document or the revision to an existing document or deletes an
existing document by filing a DCO. (The originator may or may not be the author)

4.2.1.1  Ensures that new documents or revisions are in line with current Theranos policy.
4.21.2 Ensures that correct formatting is in place.

4.21.3 Proof reads document for errors, omissions and clarity.

4.21.4 Obtains a DGO number from the Quality Assurance / Quality Control Manager.

421.5 Inthe case of a revision, a mark-up / redlined document, tracking all of the changes and
an accepted change version of the docum;ntwith\an incremented revision number are

submitted.
4216 Attaches any supporting documentatlﬁn ag aphﬂcab@e
\w, P
4.3 REVIEWER/APPROVER 7 ‘-\\\\w..f

4.3.1 The reviewer / approver is the dé§1gnafe individual responsible for reviewing the document and
determining the impact and vz-mmty of the docuprient relative to their area of responsibility and
expertise. Most often this mcludés the I}a\bor’atory Director who reviews new documents as well
as existing SOPs anny.aﬂ’y \ \ P

4.3.1.1 Ensures that new,dabuments favisions are in line with current company policy.

4.3.1.2 Con5|der5,ﬂ1é |mﬁactfoﬁthe ;zéw or revised document relative to your area of
responsi ibilit anc( exbem;‘,e Include any supporting documentation as applicable.

4313 Ifthe'new or rew‘sed do¢ument is acceptable then approves the document through
Document GQntroIW

4.31 4 i fhe\n\% or rewsed document is not acceptable then fails the document through

,Docume ontrol
4.3. 1 5 i flt}e (eff/dctlve date of a document for the CLIA Laboratory is by default the date it i f\\__.
signed By the Approver (Laboratory Director or designee) unless otherwise specuﬂe%‘ "

4. 4, EGMITI ASSL«H{ANCE { QUALITY CONTROL MANAGER “‘\ \\
<~\ \\f T ’1 ‘I‘he Quality Assurance / Quality Control Manger or desngnee is the person responsiblgfor
PO ., ¢
TN \ “ p@essmg the DCO. e "\/
Ve 4411  Ensures document is complete and correct. In the case of a revised documént endure
\ N that the mark-ups / redlines of the current revision and an accepted changewer,s‘io gfthef
. N document with an incremented revision number.
N \\\ 4.4.1.2 Upon approved, reviews, verifies and records new document, Ol“_ll;}; the case fépevrsmn
R the accepted change version of the document. &
N 4.4.1.3 Responsible for making a hard copy of new/revised documérﬁ nd f\rmg m@ocument
Control. Obsolete copies are stamped OBSOLETE anc/i,ﬁied do ment\control files.
5. PROCEDURE SooN
e, N,
Not applicable ST T ™ ‘
)(/ﬂ‘/f‘:\ . /
[ s A
6. RECORDS ! o~k T P
lf‘? N //\ \
Records will be maintained for the minimum pen&d specified rFLCL QQF’ 00010 Record and Swzameq‘\ ~
Retention. \ " \ Tl
N .
//‘*\ \\ , P \\ R
\ E ‘/-'\\ \\\ f . *.u.. ///
N / b f/\! PN
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7. ATTACHMENTS
7.1 APPENDIX | Signature Matrix

8. REFERENCES
CL QOP-00010 Record and Specimen Retention
9. REVISION HISTORY

Revision Level Effective Date Initiator DCO Number
A 06/09/2011 Y Qelbf CL ECO-00001
B 010372012/ ] \‘\ A Gélb CL ECO-00038
C 05;’23/201}/\ /\ ‘\\) A. Gelb CL ECO-00054
D 02/19/2014\ ‘\ i ’\/ L. Gee CL ECO-00150
E 03/28/201 N - L. Gee CL DCO-00073
Section Number Description and Justification of Changes
All lgltlaLRelgasé /
2.1, APPENDIX | < Doc‘u\ment\deﬁt‘flers and Approval Matrix updated
211 ﬁgfledgocument types Report and Template
4.3 and ,;1’:4(/7 /:f %rd‘ér feversed, effective date clarified, analyst responsibilities updated A
All i“ * (,” annuai Review, change header logo N |
N\ 7 AN \.____~] Annual Review, Update to current practice \ ""\\
N | RN
/ /> SN Y : (57n >
SN \/ | 7 )
O\ / /

{ # '\\ . k\\
2 (\ Vs v \H\ \\\“‘x
e NS o\
/\( - \ \v’/ ,/ —m\\\ Y
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Revision: D
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Record and Specimen Retention

1 PURPOSE

1.1 This Standard Operating Procedure (SOP)} defines the minimum required retention times for various records,
reports and specimens.

2 SCOCPE

21  This document advises the Client Solutions Department at Theranos on the protocol for specimen and
records retention.

3 RESPONSIBILITIES e
e ~
e
3.1  Itis the responsibility of the authorized personnel in CLIA/LaI:KOr"t@ry afl Theranos to follow the procedure
outlined in this SOP. { \_/ /
G Ve
4 DEFINITIONS AND ABBREVIATIONS ;S -
e \\
4.1 Not applicable ( \\ P
\__4/
5 PROGEDURE /-f"”'ﬁ""x_\ P

51  The laboratory will retain the ori mg;re%pﬁ; or an;exact duplicate of each test report, including preliminary
and final reports, of all repopts an (om _/al and clinical laboratory tests and examinations, which are readily
retrievable, for the follow| /ng p

\
511 Al reports No Ie\:\thahxs years
S
b2  Although recg reteption /eqmre”ments are determined by applicable state and federal law and regulatio
well as by logal g /ed aﬂ r cords are retained for at least three (3) years. \
/
An “efﬂwﬁhgate |s an exact copy of the information reported. It includes the name and address of th
a’ratory peffo?mmg’fhe test. The exact copy need not be paper, but may be retrieved from the cog}pu\ter

system !on s it contains the exact information sent to the individual ordering the test. A manual log ™
ontaini X ate information is also acceptable. -For tests requiring an authorized sagnature/or geotalnlnb\
ntlfle thé exact duplicate must include the mgnatuﬂre or identtfiers / '/ / \/
ION TIMES: Following are the minimum requ:red retentlon times for various rgt‘:’ordgﬁll@tlon//
documents reports and specimens. ~
NS i ( 3
N ftem Retention Times " \ N\ . \/
Equipment records 3 years-daily, weekly, monthly performance t ng .and Tunction, checks.
Life of the equipment-major repairs, parts reglac entent and-apriual
maintenance. .
Validation docuiments For the life of the test plus 3 years -~ ™
Test requisitions (originals) 7 years as required in the event of & CMS, audlt of patient medical / \‘\
records (3 years required by State IawM \ '
Personnel records Duration of employment/pTusz\years 'y A / ~
Records of Testing 2 years 4\ v ™~
; T
\
o “\ \ )
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Test Report

3 years- as required by law.
Name of person contacted if the laboratory test or examination result
was a critical or panic value-3 years as required by state law.

Proficiency Testing

3 years-records of test handling, preparation, processing, examination,
results of reporting, the signed attestation statement and feedback
reports.

Quality Confrol

3 years-all others as required by state law.

Instrument Printouts

3 years-required by CLIA unless ,the»regord data are retrievable in an
alternate manner.

Discontinued Procedures

2 years-all others. YN

Qutpatient records

A minimum of 7 years or untf! paﬁent age 18-whichever is longer.

Clinical Laboratory Specimens

Suggested refention fimes; X

Serum/CSF/Body fimds (ex
Urines-24 hours.~{ SN
Peripheral blogd smears/
Mucroblology permane}ﬁ

\ﬁtwlneﬂ 48 hrs

dy flaid smears-7 days
stained slides-7 days

/ \\\\ '_,}
e S e

6 RECORDS
:"[ A PN \\/
6.1 See section 5. AN
yaNe f /
7 ATTACHMENTS LN e
™, ,
\\ \-"\

7.1 Not apphcabie ST

// )

8 REFERENCES

8. 1/ CLIAr{Zl—CER Part 4939 /
/&2 Cailquﬁ\ usmess and Professions Code, Sec 1271 1265.

s €/3 GK\F\ederal Regulations, Title 42, Sec. 493 1109 "

/\\

/ P '\‘ {i—" \‘
{!i - B \,\\ ’/ \
N ™ \\z\ \\ -
/ -‘\\\ \,5 - /I / ‘\ \{2
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Cleaning Spills of Biohazardous Materials including Bloodborne Pathogens

1 PURPOSE

The purpose of this procedure is to minimize the possibility of disease transmission by establlshlng procedures
for the safe handling of spills of human blood, blood products or other potentially infectious materials.

2 SCOPE

This procedure covers the employees and clients at Theranoes, Inc. who may have the potential to be exposed to
human blood or other potentially infectious human blood materials in the performance of their job duties. Only
Class 1 and Class 2 agents are relevant to CLIA laboratory operations.
3 DEFINITIONS AND ABBREVIATIONS
3.1  Abiohazard can be defined as any organism, or matenaf produce?d by : ‘such an organism, that is known or
suspected to cause human or animal disease. Blohazardbuslsnfectlous material falls under Class D, Division 3
of the Workplace Hazardous Materials lnformattorrSystem (WHMIS) and includes:
3.1.1 microorganisms such as viruses, fungi, parasutes “and bacteria and their toxic metabolites
3.1.2 human or other mammalian bloed and body ﬂmds -
3.1.3 unfixed and fixed tissues and specimens from humans and non-human primates
3.1.4 celllines and othertlssuefcultur’es
3.1.5 certain types of nucleic ECIdS\ such as DNA derived from pathogenic organisms, human oncogenes or
transformed cell lines_ ) -
3.1.6 genetically a’lterédi‘organisms-:‘ihcluding plants

317 zocmoilc agents (dlseases that normally exist in animals but that can infect humans)

p N
3.2 A Qlass 1 Agent (Blosafety Level 1) is a mmroorgamsm that is untikely to cause human disease or ammal : ™,
E dlsea'-,.e b d e o N
.L ) S ) : 'g( :’ / ’ 'r'\-.\ I

3.3, A Class 2 Agent (Biosafety Level 2) is a pathogen that can cause human or animal disease: but |§ unnkely to
. be a serious hazard to laboratory workers, the community, livestock or the enwrcmmeﬁt Laboratory exposures
ay cause serious infection, but effective treatment and preventative measures are' a\fanabje and the risk of
spread of infection is limited. L ?» \

4
|

A,\x o
34 A Cla?s 3 Agent (Biosafety Level 3) is a pathogen that usually causes senous human oF animal disease but
does riot ordinarily spread from one infected individual to another. Effective treatmént and preventive
measures are available in most instances. Prion diseases such as Creutzfeldt-Jakob disease are a special
case due to their resistance to decontamination. BSL-3 is not relevént to CJ_IA Laboratory operations.

‘! 7.‘;‘. 4 u""\\ 1‘\“ :': = ', 7/‘\7 7
3.5 Expcpsure to biohazardous agents may occur via puncturé wounds oras a result of absorption through the
respiratory tract, digestive system, skin and mucous membranes such exposures may result while hand!mgj
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Cleaning Spills of Bichazardous Materials including Bloodborne Pathogens

microorganisms, animals, cell cultures and tissues or diagnostic specimens. Investigators who are uncertain as
to whether a material is bichazardous or not should consult the safety manager.

3.6 Sharps are any item capable of causing puncture wounds or cuts. This includes discarded hypodermic
syringes, cannulas, needles, scalpel blades, cover slips, microscope slides, all glass or plastic pipattes
(including Pasteur pipettes), broken glass, and metal shards. All sharps must be handled and disposed
properly to prevent injuries to anyone who may come in contact with them from the original user, fo other lab
members, to the custodian, to the refuse truck driver, and to the landfill operator. Sharps that may be
contaminated with potentially infectious materials are subject to additional requirements.

4 RESPONSIBILITIES
4.1 Safety Manager

P

4.1.1 Provide employee and client training in these procedures as necessary.

4.1.2 Maintain copies of any "Incident Invest1gat|on Reporf’ Aﬁachment 8.1)

4.1.3 Provide consultation to employees who may be exposed to Human Bloodborne Pathogens or other
potentially infectious materials: Theranos Inc.-will inform client managers and supervisors of company
procedures for client rlghts and the orgarfszetmn s procedures.

42 Managers & Supemsers “

4.2.1  Provide the resources necessary to ensure that Personal Protective Equipment (PPE) is available for
Theranos employees ’

4.22 Ensure. that all empleyees exposed to human bloodborne pathogens or other potentially infectious materlals
e are ‘offered Plepatltls B'vaccinations. .

4;2".3. Ensure that allinjured or contaminated employees are documented on the Incident Investigation Report Form
(Attachment& 1) and reported to the Safety Manager. ,

'4.2.4 Fonowmg an incident, ensure that the "Incident. Investigatlon Report" provisions are completed and
documented. (Attachment 8.1)

43 ,,Employees and Client Employees . /
43.1 Understand the applicable components of this procedure.
4.3.2 Adhere to the practices and procedures of Universal/Standard Pre_eautjoﬁ‘s,

4.3.3 Report any exposure, accident, injury, or iliness to managers or supervisors and to the Safety Manager.

Theranos Confidential N Da§e40f12
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5§ MATERIALS AND REAGENTS

51 Class 1 (Biosafety Level 1) Equipment

5.1.1 Disposable gloves

51.2 Labcoat

5.2 Class 2 (Biosafety Level 2) Equipment

5.2.1 Impervious coveralls, such as Tyvek or lab coats depending onvolume

o
,

5.2.2 Impervious boot covers, preferably disposable f"

"'s

5.2.3 Full face shield or goggles and mask SN et
524 Disposable gloves \’ \
525 Dlsposable absorbent towels o

5.2.6 Freshly-prepared 10% househald chinnne bleach séfuﬂon (Clorox® or equivalent) (1 part bleach and § parts
water; or add a scant %2 cup | bleach ;o 1 quart of water)

7

5.3 Dustpan

54 Tongs -
55 Signto prevent entry to the area bemg cleaned.

6 PROCEDURE " |
< ,-" / %, . "~
6.1 "’Biologlcal Spllls out5|de/b|olog1cal safety cabinets will generate aerosols that can be dispersed in the air -~
throughout the Iaboratory Appropriate protective equipment is particularly important in decontaminating sp:ll"s
. involving microorganisms that require either Bigsafety Level 2 or Biosafety Level 3 containment. The foliowmg
\procedu\es are’'described in terms of the risk po$ed by the organlsm(s) involved. The term Class refe:‘s to rssk.,_ ‘

e Y
,...‘/:\
. e
s o /
ANy J P A
"‘.‘\ kN . \\": .
S . .
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group, as defined by the World Health Organization. You should know the assigned risk group of the
organisms with which you are working. If not, contact your supervisor or EHS.

6.2  Spills invoiving Class 1 Organisms
6.2.1 Soak up gross spill with paper towels
6.2.2 Place paper towels in heavy plastic bag

6.2.3 Soak more paper towels in disinfectant and place over the splll area, or create a berm with paper towels and
pour dismfectant over the spill area. e

.

6.2.4 Allow disinfectant to remain in contact with spili area for_-éa minutes.
6.2.5 Soak up disinfectant with clean paper towels anq plage.‘?m heé’vy"ﬁlastic bag.
6.2.6 Notify lab supervisor | o
8.3  Spills involving Class 2 Organisms

: Y

6.3.1  The appropriate personal protective equipment for. ¢leaning up a spill of a Class 2 organism depends on the
severity of the spill. The appropriate outer garr"_n'ent depends on the severity of the spill. If the spill is small
something like a lab coat is sufficient so long-as it is unlikely that your outer garment can become saturated
with the spilled material.- lmperwous coveralls, such as Tyvek, are necessary if the spill is large and it is likely
that your outer garment can‘become significantly saturated. Likewise, the appropriate eye protection depends
on the severity of the spill. If spiashing is likely, as with a large spill, goggles and a face shield are necessary
to protect mucous membranes (e.g., eyes, nose and mouth). If the spill is small and splashes are unlikely,
safety glasses WJth 5|de shizlds will do. Also, don't forget about other exposed portions of the body or

- ,.=/’ cl
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garments that could come into contact with the spilled body fluid. it may be necessary o wear rubber boots if
you must step into or traverse areas where the spill occurred.

6.3.2 Alert others to the spill. If someone is available to provide assistance, have them provide surveillance so that
people don’t wander into the spill area.

6.3.3 If you feel that you are unable to respond to the spill, notify your supervisor or the safety manager, or call
911 after hours.

6.3.4 Gather necessary supplies and put on appropriate PPE.

6.3.5 Remove contaminated sharps (e.g., broken glass) from the spllled material and place in a rigid, water-tight
container. Don't use your hands to pick up the sharps rather/use a mechamca! device such as tongs.

6.3.8 Spread an absorbent material over the area of the spill, workmg from the outside edges toward the middle.
This keeps the spilled material from spreadmg

N -,

6.3.7 Allow the absorbent to soak up the liquid and ca?efully p!ace it into a bichazardous waste receptacle.

6.3.8 Create a small berm with paper towele around the outer edges of the spill. Treat all surfaces of the spill area
with a freshly-prepared 10% solution-of household bleach or other suitable disinfectant. It is best to gently
pour the bleach solution on the spiﬂ area as opposed to spraying, since spraying could create aerosols.

6.3.9 Allow the bleach o sta ,m contac’e’ Wlth the surface for 15-30 minutes. Afterwards, absorb any remaining
bleach solution on paﬁgr towels and place into a biohazardous waste container.

6.3.10 if you haven't already dona 50, nptlfy your supervisor of the spill.
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6.4 Cleaning Biood Spills on Non-Carpeted Floors

6.4.1 A hard, non-carpeted surface is the most common setting for blood spills. These surfaces include tile,
ceramic, vinyl, linofeum, metal, wood, cement, and any other non-absorbent flooring such as a pool deck.

6.4.2 Cleaning up blood and other bodily fluids off these surface types is easier than absorbent surfaces, but there
are still important steps for you to consider.

8.4.3 Spills on hard surfaces often spread over larger areas so it will be necessary to contain the spill guickly.
The procedures for cleaning up spills on these surfaces are:

6.4.3.1 Block off the area until cleanup and disinfection is compiete No v:s;tors or unprotected staff members
shouid be able to access the area.

6.4.3.2 Puton disposable gloves, mask, goggles, shoe COVErs.
6.4.3.3 Cover the spiil {including sharps) with paper towels or other absorbent material.

6.43.4 Gently pour bieach soiution — 1 part bleach to 9 parts water — onto all contaminated areas.

s

6.4.3.5 Let bleach soiution remain on contamlnateekarea for 20 minutes and then wipe up remaining bleach
solution. Disinfect the area untsl |s cc:mpletely clean,

6.4.36 All non-disposable cleanmg materla!s suCh as mops, brushes and rags need to be disinfected by saturating
with bleach solution-and al!owed o aJr/dry

6.4.3.7 Remove gloves ang ather PPE .and place in a bichazard bag with all other soited cleaning materiais.

6.4.3.8 Putonnew g!oyes and double bag and securely tie up garbage bags and discard.

/

8. 4 3 9 Dlscard ycur gioves in blohazard bin.
B, 4 3. 10 Thoroughly wash hands with scap and water
KB'.S Biood Spuls sn Carpeted Floors

6.5.1 Blood’spllls onh carpeted floors are some of the most difficult to clean up due its absorbent nature. The
- majority of buildings contain at least some amount of carpeting, which is why it is important to know how to
.-respond to spills in these areas. Many of the procedures for cleaning up blood on carpet will be the same as
any other area, but there are a few additional concerns. in addition, there i is o way to dlsmfecbcarpet
completely so the best option is to sanitize as thoroughly as possible. - . .

6.5.2 Work Quickly: Blocd or other bodily fluids can harden or set up quickly c':'nucarp?éting mé‘k?ng it much more
difficult to clean. Respond quickly, but make sure to follow all safsty presaﬂtions like wearing appropriate
PPE, securing the area, and ensuring the injured individual is safe

6.5.3 Use Appropriate Products: Bleach and other decontammat;on products can damage or destroy carpet. The
best way tc clean these areas is to use manufacturer approveQ carpét shampoos and cleaners. ‘Make sure
you select a product with some anti-microbial properties to help sanitize the area as thoroughly as poSsibIe’. -
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Another recommendation is that after the area is cieaned and dried repeat the process once or twice more
since the absorbent nature of carpet can still conceal some pathogens.

8.54 Steam Clean: Depending on the nature and size of the spill, it is advisable to perform a steam clean of the
carpet. Steam cleaners will clean, remove debris, and sanitize carpeting more completely than conventional
washing. Although there is some addltlonal cost to steam cleaning, it is the best way to protect against
bloodborne pathogens.

6.55 Change Carpet Tiles: Removable carpet tiles are a great way to protect against exposure to bloodborne
pathogens. Carpet tiles are often less expensive than traditional carpet, and if a certain area becomes heavily
soiled with blood they can easily be removed and replaced. If your organization is equipped with carpet tiles
be sure to dispose of them properly after being saturated W|th blood\or any other potentially infectious bodily
fluid. ‘

;oL '-1 ;

6.5.6 The basic protocol for cleaning carpets and removing th‘e threat of btoodborne pathogens is listed below.

Please note that even when these steps are followed there.i is no.guarantee that the threat of bloodborne

pathogen exposure is 100% eliminated.

6.5.7 Put on Disposabie Gloves: No matter what"type 8‘t~ surtacé/you’re cleaning, always put gloves on first.
.,
6.5.8 Contain the Spill: After a spill, it jg" |mportant to kaep |t as contained as possible to avoid allowing the affected
area to spread. Create a barrler arc:und the Spl il with an absorbent material.

6.5.9 Initial Disinfect: Once the area is oontamed spray the affected area with an appropriate carpet detergent to
help kill some of the survwmg pathogens’ After spraying the area, allow it to sit for 10 minutes so the
disinfectant has tlme tO\work

6.5.10 Blotup Excas/é Flu|ds jJse dls,posable towels or rags to blot as much excess fiuid as you can and then
carefully d|5p0$e of l‘he/St'bIIEd rags in a sealable bag. o

6.5.11 Extract Abserbed thds The carpet will absorb some of the fluid so removing them will be the next step\ Use‘--\..‘
’ -8 wet-vacuum toihoroughly wet and remove any flumls Repeat the process of wetting and suctlonmg several

. ’J\/ S
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times. While wetting the affected area be sure to prevent any water from spreading beyond the initial
boundary.

6.5.12 Re-disinfect: After vacuuming, thoroughly re-saturate the area with an appropriate disinfectant. Follow your
carpat manufacturer's recommendations since certain products can damage carpet fibers and dyes.

6.5.13 Let Sit: After completely disinfecting the area, allow the disinfectant to set and work for up to 20 minutes to
make sure it has the full effect.

6.5.14 Third Disinfect: Repeat the previous two steps of disinfecting and then allowing to sit for 10-20 minutes.

6.5.15 Rinse: Once the final round of disinfecting is complete, rinse the afea one last time to remove any remaining
detergent or disinfecting solution. After rinsing, wet-vacuum the-area.

6.5.16 Dry: Next, dry the area thoroughly with rags to draw out anyr remaining moisture and then place fans near the
area to completely dry it, L

6.5.17 Wrap up: After the area is clean, properly disposegf al! rags and PPE contaminated by the spill. In
addition, thoraughly clean all other equlpment used\durmg the spill cleanup.

6.6 Biood Spills.on Furniture

6.6.1 Like bodily fluid spills on carpet,-spills ionﬁ‘l._l;mifdre are difficult to clean as well. There are, however, certain
steps you can take to make sure it is as ciean and safe as possible. As is the case with blood spills on carpet,
it is important to contain the'fspill as.quickly as possible.

6.6.2 Cleaning blood off of furnlture then depends on what type of furniture is contaminated. Cloth furniture needs
more treatment than wood or métal furniture. Depending on the type of cloth furniture and the degree of the
spill, the best c{eamng/method is to remove the cloth covering, if possible, and launder it by itseif on a warm
wash cycle. If the. cloth furniture does not have a removabie cover, then it is best to treat the spot as you

woyld abload spull on earpet and disinfect, let sit, and repeat several times. :

6,63 There are ais@ profess;onal services that can clean furniture much more effectively and thoroughly if the spill
- is severe, engugh Blood spills on metal and wood furniture are not as laborious as those on cfoth-furniture,

' -but it is important to point out that bloodborne | pathogens are still a threat. Metal, wood and any othernom '
porous furniture should be cleaned just liké a bioad spl!i on a non-carpeted surface. » r

. 8.7 Contammated clothing
B8.7.1 Notify your supervisor immediately.

6.7.2 If blood or other potentially infectious materials penetrate a garment the garmentwull be removed
immediately or as soon as feasible. .

6.7.3 Contaminated !aundry will be handled as little as possible with a mmtmum -of agitation. Handle clothing with
gloves. P

6.7.4  Contaminated laundry will be placed and transporjféd mbagsor continers labeled or color-coded. When a
facility utilizes Universal Precautions in the handling of alt soiled-laundry, alternative labeling or chor-c'cdihg--is&
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sufficient if it permits all employees to recognize the containers as requiring compliance with Universal
Precautions.

6.7.5 Ifblood or other potentially infectious materials had soaked through so that there is skin contact, the clothes
must be removed. Following removal, wash those areas where exposure is evident, even to the point of
taking a shower.

6.8 Exposure to mucus membranes

6.8.1  Notify your supervisor immediately

6.82 Ifblood or PIM has come into contact with any of the mucous membranes {(eyes, nose, lips) they need to be
thoroughly washed with soap and water and flush the aréa W|th water for 15 minutes.

6.8.3 If there is contact with open wounds or cracks m;he skln, there IS a rlsk of exposure.

6.8.4 tmmediately and thoroughly wash your hands; 'Wlth water and éh antlseptlc cleaner if contaminated with a
body fluid. These occurrences are considered toipe an Expmsure Incident and it is important to follow the
procedures outlined in the Theranos Bloodborne F’athogen Safety Plan.

6.8.5  Allow minor wounds or punctures to bieed freely Appllcation of antiseptics when caring for the wound is

approprlate However, the apphcatlon of caustlc agents such as bleach or chemical disinfectants into the
wound is not recommended S
6.86  Exposuretothe eye{s) or mucous membranes are treated by fiushing with clean water (eye wash) or saline
forup to 15 mmutes
. g/
S H } [ /;/ 7/ /
g . T
.1/' ! /
A \l\\‘,:-
e S '
Theranos Confidential VA N Page 11 of 12 ‘

Any retransmissions, reproductions, dissemination or other use of thesa matefials by persons or entities other than the |nteqded recmlent is

prohibited. This document supersedes all eatlier or rpr evmus a“ocumenis uriless appmved in writing,

SAWYER-000530




DocuSign Envelope ID: 4F4AD85A-064D-4F4E-BOF8-B40ESEF194B3

Standard Operating Procedure Document Number: CL SOP-02010
Revision: C
CLIA Laboratory Effective Date: 8/5//2014

Cleaning Spills of Biohazardous Materials including Bloodborne Pathogens

7 RECORDS
Records of spills and investigations thereof will be maintained for 3 years.

8 ATTACHMENTS

8.1 CL FRM-02006-F2_Incident Investigation Report.

9 REFERENCES

9.1  California Code of Regulations Title 8 Section 5193,

9.2  WHO. 2000. WHO infection control guidelines for transmlssmle SpGng“|form encephaicpathies. Report of a
WHO consultation, Geneva, Switzeriand, 23-26 March1999
http://www.who. mt/ccsr/resourcesfpubl|cat|on‘sfbseJth;c:dscs:aph2003. pdf.

.“\;,

10 REVISION HISTORY., N s
‘Revision Level Effective Date Initiator ECO Number '
A \PBI09/2011 A. Gelb CL EC0-00003
B f_ 0 068/13/2011 A. Gelb CL ECO-00016
< .| 8/5/2014 G. Masinde CL DCO-00040
D. ' 9/23/2014 . L. Castro CL DCO-00055
Section Number Description and Justification of Changes
639 Revised decontamination time
o ALL Annual Review
6.4,65,68,67,68 | Blood spill Cleanup
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Purpose

1.1. To provide a plan of action in the event of a natural disaster or emergency that interrupts normal
business. Disaster preparedness is the process of planning for an adverse event that could impact
the company. This Disaster Preparedness Plan defines how risks associated with the CLIA
Laboratory will respond to an emergency. It outlines the necessary contact information and back up
methods that will be implemented to protect personnel, eguipment, and laboratory facilities
whenever an emergency event threatens laboratory operations, or when directed by the Federal or
l.ocal Emergency Management.

Scope /f’ "\
.,

2.1 This plan applies to the CLIA Laboratory at Theranos, ir}c , \‘ !

\\w,

3.1. Disaster or emergency. An event that cat ses s rsou& os r destruction of property or life that
impacts the delivery of services to clients. o’cenh}s sterfemergency events include but are not
tural dis

Definitions and Abbreviations

limited to: eIectncaI!heatmg/AC faJMres ters {e.g. fire, earthquake, flood, or tsunami),
terrorist event, or pandemic.

3.2. Hazardous Materials (HAZ‘T\’E’&A%’IZJ/ar‘:’gja %)Ilds liguids, or gases that can harm people, other
living organisms, prop ?P the(envwﬁent

PN

/ L
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4. Duties and Responsibilities

4.1. Security Officers: Duties and Responsibilities
4.1.1.Determine initial condition and extent of emergency situation, response criteria and potential
for escalation.
4.1.2.Authorize evacuation of facility.
4.1.3.Collect and disseminate intelligence information.
4.1.4.Control affected areas until relieved by proper authority.
4.1.5.Provide radio and telephone communicafions to command staff.
4.1.6.Conduct any necessary searches of area, -
4.1.7.Secure and maintain continuous security of buildi
4.1.8.Preservation of emergency scene and ewcfent;aryr}?na nals,
4.1.9.Maintain up-to-date lists of emergency respense enCIes an personnel,
4.1.10. Provide initial first aid to injury vicﬂﬁ N
4.1.11. Provide or assist with rescue effo A
4.2. Laboratory Technical Supervisor and/or fs bora!te__ry irector
4.2.1.Suspend, resume and continy,ev’rab ratery o;i}ational activities.
4.2.2. Authorize evacuation of Iabora}ow A
4.2.3.Select and/or approve apﬁrogrm’teﬁ.trate jes to meet the emergency as it relates to the

taboratory. \_,,»
;’\i /
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5. Contact information

5.1. Emergency Contact information

'Em‘errgency ': B

Fire Department £550-329-2184 (non-emergency) Twitter: @PaloAltoFire
Police Department 650-329-2413 (non-emergency)
Utilities-Electric 650-496-6914 (to report an outage)
Utilities-Natural Gas 650- 329-2579 (to report a leak or an
outage) _—
Utilities-Water 650- 329-2579 (to report a Ieag,o’r an N
outage) o
f ——
3 N\, i ;"'
—t \'\ — .-/r
/ ™, \ /"

5.2.

Company contact mformatlon

| Front ofche : _ -
David Do Security _—-_ >~ 1650°856-7306
Edgar Paz Securi -650-470-0328 Mobile 650-644-
x}yf/? . \\*-/ 8398

Tim Kemp Facilties / /% - | 650-470-6121 Mobile 850-862-

I ag‘ AV 4556

e { e

B! l'\ : g
AN

", :E x;- = l e i I i Fa %‘ﬁ;ﬁ
.. DHodaAlamdar 650-492- 9409 408-821-2762 N
ye \ NN R A BN
N : AN

H.—

e

N

1
K

7 / ”
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ARUP Laboratories 500 Chipeta Way | 800-583-2787

Salt Lake City, Utah, 84108
UCSF at Mount Zion 2330 Post St., First Floor 415-885-7531
San Francisco, CA 94115

6. Hazard Information /’—“
6.1. Reagents (’H \
6.1.1. Refer to the MSDS. {

_/

6.2. Eguipment
6.2.1.Large equipment is bolted down for & 2@qugke p\Qﬁl‘c‘)ﬁ/

6.3. Environmental
6.3.1.0bey the following: S\
6.3.1.1.  Fire Safety angj/%uanon /(CL PLN-02020)

6.3.1.2. Earthquake Safety Plan (CL\PLN-02040)
6.3.1.3. Disaster v Pan (CL,F?LN 02041)
6.3.1.4, Housek epmg ahd Mafe fal Safety Storage Plan {CL PLN-02031)
6.3.15.  EmpiéybeSafety and Health (CL PLN-02007)
6.3.1.6. lnjurya\ru:ll*l“assﬁ’réventlon Program (CL PLN-02024)
7. Safety Equipme 4

7.1. Fire Extingdishers / A

7.2. Eye washsstaltkaﬁs @ Q,\

7.3. Safety Shower <~ /«/ ) \

/T‘ﬂ \E/J’femlsé‘f\SbLU Kit -
i (Safety binet P f,_\\

/ yéﬂerge“‘;\e\ ification T \\’

8.1. in casepf an emergency, information will be communlcated to the company by way of; i\ /j
/ \ N;he building fire alarm system R v / C_/ /
. A 8.1.2 an Emergency E-Mail Notification / \‘\ 4
v 8.1.3.Palo Alto voice-recorded emergency hotling 650-329-2420.
’ To report an Emergency \\ \/
8.2.1.Contact the Police, Fire, or Emergency Medical Response by dialing ¢
8.2.2.Contact the Security office at extension x290 or the operator by dlajmg
8.2.3.Contact the CLIA Lab employees by emailing the ‘CLIA Lab’ routm{to cqmmun*r
instructions that can be obtained through mobile devices. \e
8.3. In the event that the laboratory is unable to perform patient testmﬁ'ﬁ Wale\s will be sent to our :
reference laboratory until patient testing can resume. 7 o
8.3.1.Contact the respective reference laboratory to inform th’em o,f/tﬁ lncréase in sample volume N
from our facility due to the emergency event( z /\ /\

S Foo
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9. Laboratory Shutdown

9.1. Shut down operations that could be affected by the loss of electricity, water, gas or other services.

9.2. Close the sash on all chemical fume hoods in the event that ventilation is lost.

9.3. Remove all infectious materials from biosafety cabinets, and autoclave, disinfect, or safely store
them as appropriate.

9.4. Ensure that all chemical, biological, radioactive materials and hazardous waste containers are
properly covered, sealed, and stored properly.

9.5. Ensure that all gas valves are closed.

9.6. Power off all electronics equipment (e.g. analyzers, computers, incubatars, hoods).

9.7. Review storage of perishable items. Consolidate valuabIZA't/'Js ithin storage units that have
backup systems or store items in duplicate locations as pprep\ate \Review safety precautions for
the use of alternate cooling methods {e.g. liquid nltrogen dry icé, etcl), if used.

9.8. Ensure that water reactive chemicals are in sealed contalne d g,t[ored in areas that are unlikely

to become wet. m/ .
9.9. Check that all gas cylinders are secured. Remove regu tars-alﬁ install transport caps where

possible. (\‘
9.10. Elevate equipment, materials an supp' S, | ing electrical wires and chemicals, off of
the floor, particularly in iower eleva are prgne | o flooding.
g.11. Close all doors, includin cabmet s\oK -areas, offices and utility chase-ways. Lock alll
exterior lab doors before leaving. /7 7 }
8.12, Secure lab noteb}o{?é. and Baszyp critical data on computers.
. / (/7

/\5 /

10. Revision History

-

/ (7,
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1 PURPOSE

The purpose of this procedure is to minimize the possibility of disease transmission by establlshlng procedures
for the safe handling of spills of human blood, blood products or other potentially infectious materials.

2 SCOPE

This procedure covers the employees and clients at Theranoes, Inc. who may have the potential to be exposed to
human blood or other potentially infectious human blood materials in the performance of their job duties. Only
Class 1 and Class 2 agents are relevant to CLIA laboratory operations.
3 DEFINITIONS AND ABBREVIATIONS
3.1  Abiohazard can be defined as any organism, or matenaf produce?d by : ‘such an organism, that is known or
suspected to cause human or animal disease. Blohazardbuslsnfectlous material falls under Class D, Division 3
of the Workplace Hazardous Materials lnformattorrSystem (WHMIS) and includes:
3.1.1 microorganisms such as viruses, fungi, parasutes “and bacteria and their toxic metabolites
3.1.2 human or other mammalian bloed and body ﬂmds -
3.1.3 unfixed and fixed tissues and specimens from humans and non-human primates
3.1.4 celllines and othertlssuefcultur’es
3.1.5 certain types of nucleic ECIdS\ such as DNA derived from pathogenic organisms, human oncogenes or
transformed cell lines_ ) -
3.1.6 genetically a’lterédi‘organisms-:‘ihcluding plants

317 zocmoilc agents (dlseases that normally exist in animals but that can infect humans)

p N
3.2 A Qlass 1 Agent (Blosafety Level 1) is a mmroorgamsm that is untikely to cause human disease or ammal : ™,
E dlsea'-,.e b d e o N
.L ) S ) : 'g( :’ / ’ 'r'\-.\ I

3.3, A Class 2 Agent (Biosafety Level 2) is a pathogen that can cause human or animal disease: but |§ unnkely to
. be a serious hazard to laboratory workers, the community, livestock or the enwrcmmeﬁt Laboratory exposures
ay cause serious infection, but effective treatment and preventative measures are' a\fanabje and the risk of
spread of infection is limited. L ?» \

4
|

A,\x o
34 A Cla?s 3 Agent (Biosafety Level 3) is a pathogen that usually causes senous human oF animal disease but
does riot ordinarily spread from one infected individual to another. Effective treatmént and preventive
measures are available in most instances. Prion diseases such as Creutzfeldt-Jakob disease are a special
case due to their resistance to decontamination. BSL-3 is not relevént to CJ_IA Laboratory operations.

‘! 7.‘;‘. 4 u""\\ 1‘\“ :': = ', 7/‘\7 7
3.5 Expcpsure to biohazardous agents may occur via puncturé wounds oras a result of absorption through the
respiratory tract, digestive system, skin and mucous membranes such exposures may result while hand!mgj
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microorganisms, animals, cell cultures and tissues or diagnostic specimens. Investigators who are uncertain as
to whether a material is bichazardous or not should consult the safety manager.

3.6 Sharps are any item capable of causing puncture wounds or cuts. This includes discarded hypodermic
syringes, cannulas, needles, scalpel blades, cover slips, microscope slides, all glass or plastic pipattes
(including Pasteur pipettes), broken glass, and metal shards. All sharps must be handled and disposed
properly to prevent injuries to anyone who may come in contact with them from the original user, fo other lab
members, to the custodian, to the refuse truck driver, and to the landfill operator. Sharps that may be
contaminated with potentially infectious materials are subject to additional requirements.

4 RESPONSIBILITIES
4.1 Safety Manager

P

4.1.1 Provide employee and client training in these procedures as necessary.

4.1.2 Maintain copies of any "Incident Invest1gat|on Reporf’ Aﬁachment 8.1)

4.1.3 Provide consultation to employees who may be exposed to Human Bloodborne Pathogens or other
potentially infectious materials: Theranos Inc.-will inform client managers and supervisors of company
procedures for client rlghts and the orgarfszetmn s procedures.

42 Managers & Supemsers “

4.2.1  Provide the resources necessary to ensure that Personal Protective Equipment (PPE) is available for
Theranos employees ’

4.22 Ensure. that all empleyees exposed to human bloodborne pathogens or other potentially infectious materlals
e are ‘offered Plepatltls B'vaccinations. .

4;2".3. Ensure that allinjured or contaminated employees are documented on the Incident Investigation Report Form
(Attachment& 1) and reported to the Safety Manager. ,

'4.2.4 Fonowmg an incident, ensure that the "Incident. Investigatlon Report" provisions are completed and
documented. (Attachment 8.1)

43 ,,Employees and Client Employees . /
43.1 Understand the applicable components of this procedure.
4.3.2 Adhere to the practices and procedures of Universal/Standard Pre_eautjoﬁ‘s,

4.3.3 Report any exposure, accident, injury, or iliness to managers or supervisors and to the Safety Manager.
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5§ MATERIALS AND REAGENTS

51 Class 1 (Biosafety Level 1) Equipment

5.1.1 Disposable gloves

51.2 Labcoat

5.2 Class 2 (Biosafety Level 2) Equipment

5.2.1 Impervious coveralls, such as Tyvek or lab coats depending onvolume

o
,

5.2.2 Impervious boot covers, preferably disposable f"

"'s

5.2.3 Full face shield or goggles and mask SN et
524 Disposable gloves \’ \
525 Dlsposable absorbent towels o

5.2.6 Freshly-prepared 10% househald chinnne bleach séfuﬂon (Clorox® or equivalent) (1 part bleach and § parts
water; or add a scant %2 cup | bleach ;o 1 quart of water)

7

5.3 Dustpan

54 Tongs -
55 Signto prevent entry to the area bemg cleaned.

6 PROCEDURE " |
< ,-" / %, . "~
6.1 "’Biologlcal Spllls out5|de/b|olog1cal safety cabinets will generate aerosols that can be dispersed in the air -~
throughout the Iaboratory Appropriate protective equipment is particularly important in decontaminating sp:ll"s
. involving microorganisms that require either Bigsafety Level 2 or Biosafety Level 3 containment. The foliowmg
\procedu\es are’'described in terms of the risk po$ed by the organlsm(s) involved. The term Class refe:‘s to rssk.,_ ‘

e Y
,...‘/:\
. e
s o /
ANy J P A
"‘.‘\ kN . \\": .
S . .
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group, as defined by the World Health Organization. You should know the assigned risk group of the
organisms with which you are working. If not, contact your supervisor or EHS.

6.2  Spills invoiving Class 1 Organisms
6.2.1 Soak up gross spill with paper towels
6.2.2 Place paper towels in heavy plastic bag

6.2.3 Soak more paper towels in disinfectant and place over the splll area, or create a berm with paper towels and
pour dismfectant over the spill area. e

.

6.2.4 Allow disinfectant to remain in contact with spili area for_-éa minutes.
6.2.5 Soak up disinfectant with clean paper towels anq plage.‘?m heé’vy"ﬁlastic bag.
6.2.6 Notify lab supervisor | o
8.3  Spills involving Class 2 Organisms

: Y

6.3.1  The appropriate personal protective equipment for. ¢leaning up a spill of a Class 2 organism depends on the
severity of the spill. The appropriate outer garr"_n'ent depends on the severity of the spill. If the spill is small
something like a lab coat is sufficient so long-as it is unlikely that your outer garment can become saturated
with the spilled material.- lmperwous coveralls, such as Tyvek, are necessary if the spill is large and it is likely
that your outer garment can‘become significantly saturated. Likewise, the appropriate eye protection depends
on the severity of the spill. If spiashing is likely, as with a large spill, goggles and a face shield are necessary
to protect mucous membranes (e.g., eyes, nose and mouth). If the spill is small and splashes are unlikely,
safety glasses WJth 5|de shizlds will do. Also, don't forget about other exposed portions of the body or

- ,.=/’ cl
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garments that could come into contact with the spilled body fluid. it may be necessary o wear rubber boots if
you must step into or traverse areas where the spill occurred.

6.3.2 Alert others to the spill. If someone is available to provide assistance, have them provide surveillance so that
people don’t wander into the spill area.

6.3.3 If you feel that you are unable to respond to the spill, notify your supervisor or the safety manager, or call
911 after hours.

6.3.4 Gather necessary supplies and put on appropriate PPE.

6.3.5 Remove contaminated sharps (e.g., broken glass) from the spllled material and place in a rigid, water-tight
container. Don't use your hands to pick up the sharps rather/use a mechamca! device such as tongs.

6.3.8 Spread an absorbent material over the area of the spill, workmg from the outside edges toward the middle.
This keeps the spilled material from spreadmg

N -,

6.3.7 Allow the absorbent to soak up the liquid and ca?efully p!ace it into a bichazardous waste receptacle.

6.3.8 Create a small berm with paper towele around the outer edges of the spill. Treat all surfaces of the spill area
with a freshly-prepared 10% solution-of household bleach or other suitable disinfectant. It is best to gently
pour the bleach solution on the spiﬂ area as opposed to spraying, since spraying could create aerosols.

6.3.9 Allow the bleach o sta ,m contac’e’ Wlth the surface for 15-30 minutes. Afterwards, absorb any remaining
bleach solution on paﬁgr towels and place into a biohazardous waste container.

6.3.10 if you haven't already dona 50, nptlfy your supervisor of the spill.

N ae” I
4 \ - e
f". .. .‘.‘ . //
"\\ e
e .
L
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6.4 Cleaning Biood Spills on Non-Carpeted Floors

6.4.1 A hard, non-carpeted surface is the most common setting for blood spills. These surfaces include tile,
ceramic, vinyl, linofeum, metal, wood, cement, and any other non-absorbent flooring such as a pool deck.

6.4.2 Cleaning up blood and other bodily fluids off these surface types is easier than absorbent surfaces, but there
are still important steps for you to consider.

8.4.3 Spills on hard surfaces often spread over larger areas so it will be necessary to contain the spill guickly.
The procedures for cleaning up spills on these surfaces are:

6.4.3.1 Block off the area until cleanup and disinfection is compiete No v:s;tors or unprotected staff members
shouid be able to access the area.

6.4.3.2 Puton disposable gloves, mask, goggles, shoe COVErs.
6.4.3.3 Cover the spiil {including sharps) with paper towels or other absorbent material.

6.43.4 Gently pour bieach soiution — 1 part bleach to 9 parts water — onto all contaminated areas.

s

6.4.3.5 Let bleach soiution remain on contamlnateekarea for 20 minutes and then wipe up remaining bleach
solution. Disinfect the area untsl |s cc:mpletely clean,

6.4.36 All non-disposable cleanmg materla!s suCh as mops, brushes and rags need to be disinfected by saturating
with bleach solution-and al!owed o aJr/dry

6.4.3.7 Remove gloves ang ather PPE .and place in a bichazard bag with all other soited cleaning materiais.

6.4.3.8 Putonnew g!oyes and double bag and securely tie up garbage bags and discard.

/

8. 4 3 9 Dlscard ycur gioves in blohazard bin.
B, 4 3. 10 Thoroughly wash hands with scap and water
KB'.S Biood Spuls sn Carpeted Floors

6.5.1 Blood’spllls onh carpeted floors are some of the most difficult to clean up due its absorbent nature. The
- majority of buildings contain at least some amount of carpeting, which is why it is important to know how to
.-respond to spills in these areas. Many of the procedures for cleaning up blood on carpet will be the same as
any other area, but there are a few additional concerns. in addition, there i is o way to dlsmfecbcarpet
completely so the best option is to sanitize as thoroughly as possible. - . .

6.5.2 Work Quickly: Blocd or other bodily fluids can harden or set up quickly c':'nucarp?éting mé‘k?ng it much more
difficult to clean. Respond quickly, but make sure to follow all safsty presaﬂtions like wearing appropriate
PPE, securing the area, and ensuring the injured individual is safe

6.5.3 Use Appropriate Products: Bleach and other decontammat;on products can damage or destroy carpet. The
best way tc clean these areas is to use manufacturer approveQ carpét shampoos and cleaners. ‘Make sure
you select a product with some anti-microbial properties to help sanitize the area as thoroughly as poSsibIe’. -
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Another recommendation is that after the area is cieaned and dried repeat the process once or twice more
since the absorbent nature of carpet can still conceal some pathogens.

8.54 Steam Clean: Depending on the nature and size of the spill, it is advisable to perform a steam clean of the
carpet. Steam cleaners will clean, remove debris, and sanitize carpeting more completely than conventional
washing. Although there is some addltlonal cost to steam cleaning, it is the best way to protect against
bloodborne pathogens.

6.55 Change Carpet Tiles: Removable carpet tiles are a great way to protect against exposure to bloodborne
pathogens. Carpet tiles are often less expensive than traditional carpet, and if a certain area becomes heavily
soiled with blood they can easily be removed and replaced. If your organization is equipped with carpet tiles
be sure to dispose of them properly after being saturated W|th blood\or any other potentially infectious bodily
fluid. ‘

;oL '-1 ;

6.5.6 The basic protocol for cleaning carpets and removing th‘e threat of btoodborne pathogens is listed below.

Please note that even when these steps are followed there.i is no.guarantee that the threat of bloodborne

pathogen exposure is 100% eliminated.

6.5.7 Put on Disposabie Gloves: No matter what"type 8‘t~ surtacé/you’re cleaning, always put gloves on first.
.,
6.5.8 Contain the Spill: After a spill, it jg" |mportant to kaep |t as contained as possible to avoid allowing the affected
area to spread. Create a barrler arc:und the Spl il with an absorbent material.

6.5.9 Initial Disinfect: Once the area is oontamed spray the affected area with an appropriate carpet detergent to
help kill some of the survwmg pathogens’ After spraying the area, allow it to sit for 10 minutes so the
disinfectant has tlme tO\work

6.5.10 Blotup Excas/é Flu|ds jJse dls,posable towels or rags to blot as much excess fiuid as you can and then
carefully d|5p0$e of l‘he/St'bIIEd rags in a sealable bag. o

6.5.11 Extract Abserbed thds The carpet will absorb some of the fluid so removing them will be the next step\ Use‘--\..‘
’ -8 wet-vacuum toihoroughly wet and remove any flumls Repeat the process of wetting and suctlonmg several

. ’J\/ S
o \ -
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times. While wetting the affected area be sure to prevent any water from spreading beyond the initial
boundary.

6.5.12 Re-disinfect: After vacuuming, thoroughly re-saturate the area with an appropriate disinfectant. Follow your
carpat manufacturer's recommendations since certain products can damage carpet fibers and dyes.

6.5.13 Let Sit: After completely disinfecting the area, allow the disinfectant to set and work for up to 20 minutes to
make sure it has the full effect.

6.5.14 Third Disinfect: Repeat the previous two steps of disinfecting and then allowing to sit for 10-20 minutes.

6.5.15 Rinse: Once the final round of disinfecting is complete, rinse the afea one last time to remove any remaining
detergent or disinfecting solution. After rinsing, wet-vacuum the-area.

6.5.16 Dry: Next, dry the area thoroughly with rags to draw out anyr remaining moisture and then place fans near the
area to completely dry it, L

6.5.17 Wrap up: After the area is clean, properly disposegf al! rags and PPE contaminated by the spill. In
addition, thoraughly clean all other equlpment used\durmg the spill cleanup.

6.6 Biood Spills.on Furniture

6.6.1 Like bodily fluid spills on carpet,-spills ionﬁ‘l._l;mifdre are difficult to clean as well. There are, however, certain
steps you can take to make sure it is as ciean and safe as possible. As is the case with blood spills on carpet,
it is important to contain the'fspill as.quickly as possible.

6.6.2 Cleaning blood off of furnlture then depends on what type of furniture is contaminated. Cloth furniture needs
more treatment than wood or métal furniture. Depending on the type of cloth furniture and the degree of the
spill, the best c{eamng/method is to remove the cloth covering, if possible, and launder it by itseif on a warm
wash cycle. If the. cloth furniture does not have a removabie cover, then it is best to treat the spot as you

woyld abload spull on earpet and disinfect, let sit, and repeat several times. :

6,63 There are ais@ profess;onal services that can clean furniture much more effectively and thoroughly if the spill
- is severe, engugh Blood spills on metal and wood furniture are not as laborious as those on cfoth-furniture,

' -but it is important to point out that bloodborne | pathogens are still a threat. Metal, wood and any othernom '
porous furniture should be cleaned just liké a bioad spl!i on a non-carpeted surface. » r

. 8.7 Contammated clothing
B8.7.1 Notify your supervisor immediately.

6.7.2 If blood or other potentially infectious materials penetrate a garment the garmentwull be removed
immediately or as soon as feasible. .

6.7.3 Contaminated !aundry will be handled as little as possible with a mmtmum -of agitation. Handle clothing with
gloves. P

6.7.4  Contaminated laundry will be placed and transporjféd mbagsor continers labeled or color-coded. When a
facility utilizes Universal Precautions in the handling of alt soiled-laundry, alternative labeling or chor-c'cdihg--is&
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sufficient if it permits all employees to recognize the containers as requiring compliance with Universal
Precautions.

6.7.5 Ifblood or other potentially infectious materials had soaked through so that there is skin contact, the clothes
must be removed. Following removal, wash those areas where exposure is evident, even to the point of
taking a shower.

6.8 Exposure to mucus membranes

6.8.1  Notify your supervisor immediately

6.82 Ifblood or PIM has come into contact with any of the mucous membranes {(eyes, nose, lips) they need to be
thoroughly washed with soap and water and flush the aréa W|th water for 15 minutes.

6.8.3 If there is contact with open wounds or cracks m;he skln, there IS a rlsk of exposure.

6.8.4 tmmediately and thoroughly wash your hands; 'Wlth water and éh antlseptlc cleaner if contaminated with a
body fluid. These occurrences are considered toipe an Expmsure Incident and it is important to follow the
procedures outlined in the Theranos Bloodborne F’athogen Safety Plan.

6.8.5  Allow minor wounds or punctures to bieed freely Appllcation of antiseptics when caring for the wound is

approprlate However, the apphcatlon of caustlc agents such as bleach or chemical disinfectants into the
wound is not recommended S
6.86  Exposuretothe eye{s) or mucous membranes are treated by fiushing with clean water (eye wash) or saline
forup to 15 mmutes
. g/
S H } [ /;/ 7/ /
g . T
.1/' ! /
A \l\\‘,:-
e S '
Theranos Confidential VA N Page 11 of 12 ‘

Any retransmissions, reproductions, dissemination or other use of thesa matefials by persons or entities other than the |nteqded recmlent is

prohibited. This document supersedes all eatlier or rpr evmus a“ocumenis uriless appmved in writing,
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7 RECORDS
Records of spills and investigations thereof will be maintained for 3 years.

8 ATTACHMENTS

8.1 CL FRM-02006-F2_Incident Investigation Report.

9 REFERENCES

9.1  California Code of Regulations Title 8 Section 5193,

9.2  WHO. 2000. WHO infection control guidelines for transmlssmle SpGng“|form encephaicpathies. Report of a
WHO consultation, Geneva, Switzeriand, 23-26 March1999
http://www.who. mt/ccsr/resourcesfpubl|cat|on‘sfbseJth;c:dscs:aph2003. pdf.

.“\;,

10 REVISION HISTORY., N s
‘Revision Level Effective Date Initiator ECO Number '
A \PBI09/2011 A. Gelb CL EC0-00003
B f_ 0 068/13/2011 A. Gelb CL ECO-00016
< .| 8/5/2014 G. Masinde CL DCO-00040
D. ' 9/23/2014 . L. Castro CL DCO-00055
Section Number Description and Justification of Changes
639 Revised decontamination time
o ALL Annual Review
6.4,65,68,67,68 | Blood spill Cleanup
Theranos Confidential o ; Page?20f12

Any retransmissions, reproductions, disseminatiorn or\other Use of ghese tnater: g}s by persons or entities other than the mtended recmsent s
prohibited. This document supersedes all earher or. prev eus dacuments uniess.appraved in writing. .
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1 PURPOSE

1.1 The purpose of this document is to serve as an insiruction manual for users of the Theranos LIS
software application.

2 SCOPE .

- ~.

2.4 This document details the numerousﬁéatur@s\offéqed by the Theranos LIS software application and
the steps users take to utilize each df thés\e featur /ES

_/‘ \
/ \
3 DEFINITIONS AND ABBR’EVia‘no\Ns
3.1 Theranos LIS (TL!St:'-Ehe oftw: é application used by labaratory personnel to view, edit and send

test and result,lﬁ’formatloq nd modify provider, physician and patient records and edit and
store clinical and. p;écesm |n rmatm for assays run by Theranos.

informatiof to pt‘q\cesjs‘,,.t & test, report the results, and bill for services.

A
3.2 RBQUISItID;}X&n élec't;anf request created from a lab order, that includes all the necessary

3.3 _Provider Record: A record for a previder of physician services, laboratery services, or PSC
serwtg ﬂogt’prowder racords stored in TLIS will be individual physician offices, phys;man groups,

: \,—ﬁ% ) /sp‘}als
\.’\3‘4 Ehyswlan Record: A record for an individual physician that contains demaographic, con \

~licefsure information, There may be more than 1 physician recerd for a unique phy3| |anf s!a’\

*.. physician record can only be connected to 1 provider record. /

\ \ \3/ Patient Record: A record for an individual patient for whom a lab order ha (s/{qéen recei d"by“/"

Theranes. There w] il on!y be 1 patient record for each unique pahent

\ 3.6 UserRecord: A reoord for each LIS System User. Laboratory Adyﬁﬁ*us[ers \r \ato access this
screen to create new USers and change user roles. e\,
V4
37 i 5t Llst of requasmons far which some result \gaﬁ]es ha rg\b n}ntered but nat yet
reviewe y{iuallﬁed personnel. A requisiticn mﬁdded (o] trheR /)t List'when at [zast one of the
result stafus' ,fe: a gwen test is set to "Under Lab Rewew o

/\
g {
3.8 Pending I(ét A Uists of assays for whichresults have not yet been added or uploaded. This Li t \ \\

can pe soited or filtered by a number 'of different vanables including test name, maching, P)C‘x TN Y
location, region, and date of sample ?ollectlon : S S
3.9 Visit Status Dashbeard; A d?éh\oa\d tb‘a\iqws users to sort visits by visit status. \“)
s AT
3.10 Critical Review List: A list 1h tdisp!agall critical vaiues with status Under La ﬁewew aorods.a \/
defined period of time. />

/\{ fi“‘*-.}} nd .-"/ {f \ \\S
\\ ; LN
"\/ /\ x\\\:: ,,../

s .

NN

o
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3.11 Redraw Request Review List: A list that dispiays all redraws that have been requested and
approved over a given period of time. Users may approve and cancel redraws in this list

3.12 Rerun List: A list that display all reruns that have been requested and appravad over a given time
period. Users may approve and cancel reruns in this list,

3.13 Import from Device: A feature that allows - users to review results that have been uploaded to LIS
from the device, prior to those results ppeann@ n the patient visit record. This results have a
status of “Ready for Import.” Users a able \Rort Re-Run, and Void results from this screen.

3.14 Requisition List: A List of all regul\ltlé}r;s( éd u4 TLIS, including those for which the patient has
not yet arrived at the PSC afrd thos whncp,,results have been reported. This List can also be

sorted or fitered by a nu different t Variables, including patient name, doctor name, PSC
location, and visit date.” ‘\

3.15 Test Status: Th fﬁaﬂ% of test} an order, the first being "Ordered” and the iast being "Rasults
Reported " O tgltuse& “Spemmen at PSC," "Test in Process,” and "Results Under
Rewew

3.16 Result’ e sﬁtué\of a rasult, as defined in the requisition detail screen. Only result values
W|th§rtta5tu s m ed-4s "Available” will be shown on the result report sent to physicians and

ati
~
34)_\ titat afarance Range: A range that defines what the Normai, High, Low and potentiaily

{ \ ‘é)‘t’ }—hgh and Critical Low values are for a given Assay. These ranges may only be up) by
\ e.«f_ab Director and should not be madified by other TLIS users, /7
“

™~ / }\ .
18 Enumeratlve Reference Range: A range that defines a result as being either ona vaiu@/or/the Dth o,
\ \/ such as "Negative” or "Positive." These ranges may only be uploaded by the}atrmrectt{r aﬁd

shouid not be mcd|ﬁed by other TLIS users. /

3.19 Crtical Value: A value that falis within the "Critical Low" or "Crmcal Hi {ange a8 defin
reference range enteted into*TLIS. These values may indicate a Cﬂll‘ﬁ?{! concern and
\ will trigger the CLIA Laberatory acntu:al value reporting prooess

3.20 CPT Codes set of codes used for billing purposes that are‘spec;ﬂ\?\ T@boratory test or set of
ifiotests

similar, apnpétasy tests. CPT codes are used i in TLiSto )de ify 5
3.21 LOINC Co os” A set of codes used to unlqueiy |dent¢fy clmlcal odtcomes In laboratory services, \
these ¢ EK a’ng, dssociated comman naKeT serve as the descn ptlon of a result for a gkven test. \
L™
3.22 |CD-8 Codes: A set of codes used to pnlque y | |dent|fy Glagnostlc reasoning fora m
procedure. These codes are both usad tq signal to the service provider reasening a to
certain set of tests have been rder ? Il as for biliing purpeses in order to justl
necessity for a procedurea. /, (

3.23 ranas Test List Directory’ A gloss\ry aof all tests and panels offered by Thete |nc§}mk\g\,) \/
variations on each test name: DB\
/" \ ‘/r/ AT S “'-. '\
/”\l{ Pt -/ — -.’\ \)
SN fTN VoV
, ., S i L }
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4 RESPONSIBILITY
41  Theranos Laboratery Personnel

41.1 Theranos Lab Personnel are responsible for utilizing TLIS in day-to-day lab operations and for
maintaining data integrity in the system.
P N

4.2  Therancs Laboratory Director / -\

421 The Theranos Lab Director is requ)nsnb!e\fs‘r ma,mtamlng data that can only be accessed by lab
admin users such as referer}ce ranges ORY to,LOINC code mapping, and user accounts.
/ ", \~h__--’/
43 Theranos IT Support /\, ,\ \

4.3.1 The Theranos IT S_Q?pb[‘t tea“m,‘ls msénsible for maintzining system infrastructure and ensuring
the TILIS appWon isgecyre apd accessible at all times.
P /j’.i ;\ \\

r
5 MATERIAf_S' kﬂn EQLHPMENT
51 The“ranOS Gpmpﬁ‘ter"
5 ,2’ Acce?ss tc{;?anos Netwaork

/ '. ; e P
' // /; //‘/_ \
: 7 y
A\ / . f {.". i T
\s\ TING Y,
LA
\ \91/’ Use of the TLIS apphcatlon will occur frequently throughout the course of norprié b\u{ness A
aperation. ) N e
\ o 20D
/ . X - \ S /
AN AANON
7 PROCEDURE S <N
. . . N \,\
Part I: Login gég g( stem Seltings /f__N \\
s N
Loggmg m;o TLIS - CEA T PEY
e : SN
1. Downle{;he/TLiS application by a,cf:ekg'lg the followmg URL< . \\ \\\
https://labcheckin.theranos. com/L]52 0.App/publish.htm> and selecting "Launch/\ < T "\
2. After the download completes, searcb"{pr TUS in the Windows start menu. ST Y

w

Start the application ,f\ (_,\ f
4. Enter the Username and Passwo,r.d provided by the system administrator

S L

N N - O\
// \1 ',—\‘ \\\ {-'/ /F \\l"‘-\ l‘l""—.
N v N,
\\_‘ N, " ___./ f
h FaN \\_\ -
PN —r
N, N,
\\\ \'\.
.\\ N
e
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theran®s.Ls

iUser Name

T

Password

I Login t
Foroet Yours Passwaord?
< N Login S
Vs // gin Screen
Ccnh(gé fies /rﬂ\
\1 (170N
...User is not able to download the application % // y ’\/
\ a. Contact the corporate Helpdesk for assistance In downlcading inte[na}-a[\:c?tloz\s/
2. User is not able ilog into the application ﬁ,’ . N

\)

{

Part Ii: Visits SN e \/
Visit Search 7 o . \ \
By cficking gn ”V’IES“ tab on the top menu bar, th;-!\{ser Mf/hégirectad«to\h/\ﬂsn Search screen.

]
a. Contacl the Svstem Administrator in order to reset your userra\me \pa\swgd
A}

Users may éwtar'anpaﬁent name, barcode 1D or accessmn\number in the visit search bar to search for a / \‘

visit. Any 1D ass,aciajed with any container opéa\ylsat may\be entered - - including both collection oontalnar \\
d aliquot contailiars. N
and aliguet co - /\ \\‘ \\
’ 0

AN \/\ \ Ty
[
[ ,\/ /
\ . S
< -

ey

SN o \ \
N /TN
CQOV CONYY

™\
. " ‘\ . )
\ e/
\/} -, ~ ./'/
v
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sy HE o

Search

E‘ Visit Seagch

Users may also utilize the Acﬁvaqqéd Sea\ré‘n féatureto namow the search for visits using a number of
different variables, as seen in Figlirg Hbelow:.,

Far examplg, setting thgf-kaw\iﬁ’ro\id\f' © "Walgreens”, the Location to "WAG13596" and the Date to

Note: Setting visit, stah:rgy’fof \?lsﬁ:

patient has/% ye} arnxted a.tjt;e
- Advance Search
_,,";;tH Patiant Lab Fest
i:’ ‘//1 Name: T CPT ar Nams:
k ot frrw B D Code:
-\\-‘-,.. Genden [S&Iect - Test Status:
\,v,"/ Lub Visit Review?:
Visit Datet [select - Result:
Provider ! Wisit Type:
t ccation: I Visit Status:
RequestDater fselet v Clinictan
Tedentifiers Name:
garcode i T | Srovider
Accession Kumier o o h ] iocetion

Electronic Order #;

Szaich i

Yesterday will d|splayal| ,wmts\sgn?pleted yesterday at Walgreens Store 13596.

Started' will display outstanding electronic lab orders for which the

Calert / )
: (!
Select - /
|5elect -

[

[t Completed "~

/s rdadvanced Visit Search

v

<A
4 AY
Y 4
~ 3
r" .. \n
P S
=,
T
e

\\_-”

&

<
Once a patient has visited a patient'service ‘eefiter, a specimen has been col\ecteqlsand i\he wigit he;s been

completed in the PSC appll cafson\FLIS bgers Wfﬂ be able to access th/e ’v’s‘iDef\

view, edit, release and senq re@ults to p\ysrc“ans and patients.

R

N

screéqm‘qrder to
."/ e . \\ Y
[ N
| S P
s — Y,
~, o
. o
-
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As discussed in section |A above, users may search for a visit quickly in Visit Search screen. This brings
users to the Requisition List View screen.

fheranes s

Il s e - 13

P Lot Prierd Horws Foniiden Fhphlanlucsien 10 Se

Pt ke CHEAR W Gaie | A Sl vt T4 st oo ©
WH MOS a1 s oo trirym e OUER e A avSas S Atsh T4 st emorimmtgbumms iy 55
um o b CASIPH WS Torvu Raun ok SHILEH Pl Ove Wit fRuAiy PRI S| A ot Smamnt i :"\‘
R me evere wans v e e A s Paeee Auihw e puttily El BFE O G tae ow P
NN MY oM o [y T T R TRV ST w4 ;‘*
ETS R P YV 2 i e RmA BHRAE G Devaw Adibes ol 1ol 144
g B FIFIME WG 65 AV eV T Wi A Hanesew arsabane Serenen
PIC TS ) MEPH WATISH Pt Pt [YSHYRENE ¥ T CRETT RN SN ephi B8 Penes Y (R
e a AR AT Ve AN Cen o n(:"m e amai Ry Paalyly 4 4

——

- AN
7 \ . . Requisition List View
{

s
i ™
Users may als 2E 151@ iz Jh’é Pending List, Visit Status Dashboard, Critical Review List, Redraw

Request ListRerun R viewLigt and Import from Device list — simply by ¢licking on the record.
i s

The Visit Datails \S reen contains all information related to that specific visit, and is split up inta 2 major
sections =8z igln rnation, Core Information, and the Notes & Audit Trail sidebar.

e g . )
ey R - T -
e freema | MAlbet kv e gt ke - i
Natss T : : | T bk e,
S s nm——

;i

SmbeniEaCede W

e hysxisn @

2 b G Pl

Vit &
wnsen: bl ;
"
Toes
Sy

»J-
rans. w
ok fagh ik BT
pen s

T pee i e

RTT———

Liagnosis
Fosri R — \

v tngy '
ersmm <

1S R O T b

AN
Xonces camne buavora . \
OIS P stk Bataure B ~
AT S —

Basic Information

F ol ) Al‘\ ™
F AR . . ;
Visit Details ( ‘/< e ‘\\ s O
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The Basic Information section includes patient demegraphic information, physician demegraphic
information, visit information and visit status, diagnosls codes, and past visit history. Users are not able to
edit this information. This section also includes byperlinks to the Patient record and Physician record,
accessed by clicking an the pafient name or physician name.

Key details in the Basic Information section include:

Order: Dascribes the order type. Qrder types/mélude ~

+ Paper: scanned into the PSC app ahd tr\ascriy) nto the Super Mario App
* Electronic: sent directly fro {;ﬁ"an\ ronic M ;tzcal Record application
. Faxed/Emailed: Created. directly S“'““’

* Standing Order: Ordet is a st\aét;diqg or?der

* Redraw: Order)s»af%

Visit Status: Descnb@s th/e’ qumnbstatus of the visit. Visit Status designations include:
2 (e
Collected Al :
. >,/f contamer ktatus'ZRecelved
iy re It vahies exist an visit
P M

Rec?d )n/ L@b i

>m,i cantainer status = Received ___,/ S
/ \\{"!‘ . ,Eéﬂt values exist on visit /
/, \ -
\ Results Partially Uploaded _,-f""«\ {o~
~. " e >=1container status = Received in Lab and All result values = Null OR ;’ — \‘_,,/
\> s >=1resultvalue < null- P
. f,- -.i\-\\ \\\‘. \\ L
All Results Ready for CLS Rewew . PANGERN /‘
) s All result values = Avallable, tnder Lab Review or Void by Lab \\ N *
o >=1restt; /value Under Lab Review Ve /%‘\:‘\
/l (:/ : ey 7 i:’:/} e e \'«/
Sent to Dodtor e A A
»  Visitstatis="0pén DU - <
» Notificationsent to doctor / . L e e N
.i \=. . . ( 4‘ .\_}& .:“
Closed S NN
»  Visit = Closed NS N W ~
W o
™ SRS N o
' . &
Fasting: Describes the fasting statﬁs aof thgpat ent durmg the visit. i N / v
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s Yes: Physiclan requested patient to be fasting and patient indicated during visit that they were
In fact fasting.

s No: Either physician did not request patient to be fasting, or patient indicated during visit that
they were not fasting.

« Unknown: Physician requested patient to be fasting and patient indicated during visit that they
were not sure if they had fasted for);xe apleate time,

Report Status: indicates whether a prellmlr(ary @I report has been sent.
Turnaround Time: Indicates the TI}T/‘\fhe isit. /‘"
Diagnesis: Lists all ICD-9 duagpc/gsf.go s as ypecified on the lab order.

Lab Results Tab AT ™

The Lab Results seétlc}w/ shp\q.rs aﬂ gf he tests and associated results and result values for the patient
visit, \ Y t J };U'

Action Bt{tons { -

\\) B

Prewew {ﬁllgli this buttan ta view result report as it wouid be seen by the Lab, Doctor and Pat/gth}.ls%
A\ / \:@y\lso preview partial reports by indicating the Test Codes they wish to see displayed. { [ /

=

\ \ <€ @ ) =~ | [’T o i"\,:"/’
o

w7 Send(Fax) gl this buttun to send results via Fax, Email or Electronicafl§ i a\vanab ). The default
. method will be circled in Green. If resuits are sent outside of the system erfa'wnl lick “Sent Manually”
) in order o tog that the report has been sent. \
s L
T / ,/ — , )
a ,\ \
Redraw Clmk I L;Ron ‘to request a redraw, view ex|st|ng redraw details ‘or directly approve a redraw \/ 3

request. Users 1y /ﬂrst select a Test Code  piisg to cl|ck|ng Redraw

Rerun Click this button to requesy;a}rﬂﬁ},.vvi'éw sxisting rérun details, ar directly approyé g 'ferun User S -~".
must first select a Result Code priof to cligking Rerun. \ (\/

A ( \\ d . N \\
. \, /
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Weid
Results ciick this button to void afl results or checked results.

-~ N

Review !// — \\
( }
Resuits  Giiek this button o set all resultg or ﬁfcked résuits to status Under Lab Review.
/m\ s -~ S/
Q\/ /\ A
Approwe \
Resul's  Click this butterrto, set\all res%its or checked results to status Doctor Only.
s
f’ / 3 \ /
":’ﬁ) LA /'! ,—”’k\. ;"
Refrech (£ W7/ =

Click’ 1h|§ butthn to rei’?esh the visit. This will update the visit status and audit trail after changes
have been\madetp the Wisit”

N\
More Action /,/'; \\\

Reguired .
/7 N Rea Glick this button to add an action to a visit. This will indicate to other LIS {xsejsihata \‘;
~f =y pEndlng task must be completed prior te resulis being sent and the visit being closed. Soméa’

\ ~ inclu
\\ Slide Review: Indjcates a slide review must be completed /\ \\ \
/ + Review Image: Indicates that the Nanctainer image must be rewew,(n‘. .
\g= +  Verify Results: Indicates that a result must be examined and ve/;/ﬂed beyo}‘ld the' normal review
- process . R

. CrltlgafRe,v{e,w. Indicates that a critical result must be. revnewed/\an@e\\the Eoctor called
/ 'd \ /
Viewing Résults A7 .’ _ ya

By default, eac rgy»under this section shows ﬁﬁqTest Code and Test Name for all tests chuded /uzng 1‘\7 5,
that visit, with results collapsed underneath ﬁhe Testrow. P - ;
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: LabReswis | gﬁgﬁ - ) ) - mll
@ . o o
BE +° 1 @ o A BB &
5 : : Moz Actian  Vaid ; Feview  Appiave | o b
review  SendiFa) Reliaw : Rorun | Export Requlred  Resulls | Restlts  Results | o
No.af Tests: 5 Mo, of Resulte: 1/14
Accesdon # 12026 Showlong LOMC cade (D)
sy 82627 - Dehydmzp\androslemna Sulfate (DHEA 5) @
© Narasulrs avaiable.
T3 /1N 83525 - Insuile 0]
. 84343 - Thyrold Stimblating Harmone [TSH) (MWK) @
< o results avaitable.
3 82506 - Vitamin D 25-0H (NWK) @
< MNaresolts avallable,
- 85027 - CBC, No Diff {NWK] 10}

* No results availatle.

“.  Lab ResylfDetail View, Coftapsed
-2b Res

T
By clicking on the “+}K§on at tha@ide of each test row, an accordian List appears that shows the
result name for a giyen e st, as well 89'the current value, previous value, flag, result status, and reference
range. Prior to a.n((e 15 e?ﬂ%fp?ered the status is set to “NA,” and no other |nformat|on appears.

f {

¢ labkesnlts 1! | . . T . m
. @ ! i = N
B o+ 3 @ M s BB &
= : Mo Aetian | Void  Review © Appro
Preview © Send(Fa¥) Redraw * Reun  Export H Fequired | Reafis Resm!;' Raz .,m .ﬂ!lfﬂ" .

Ho.of Tesic 5 Mo, of Resuiis: 1714

Accesslon #: 12026 # Sbomlong 10iKE o )

/\ /H\\‘ 1 32627 D!hydrcepmndrosterunequl{alt{ﬂlli:\ 5} @

= Noessits available.

A\ 83525 - Insulin @

\ Tnsuitn 109 e 13 ull/ml : ]
tatus « Undar Lab Retew 2 et & B =
. . Hoima Range: 325 ulliml

-~ B4443 - Thyrold Stimutating Hormone [TSH) (MWK) @

\ P Mo tesa!ls available.
.‘s H1 Tsy lam 5
/’ K| Status- MA e i

/ /_/ Lab Result Defail V:ew Expande ) \ o

Clicking on \“Basm \jieyf \.{uli change to a simple, tabu]ar resut wew/ / sl

= N

AR AN
0 A

S

™,

7
. \/\\J‘:}
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\ \ \/ /T\ B4443 - Thyraid Stimalating Hormore [TSH) (NWIG

N

b
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R

[ i B e il
=] & 1 .
;I 7 E i @ o tara Acken | @
Peiew  Sendifas edes | Rarun o Faport | amuiedt Refrash
Na. of Tasts: § No. af Resulbr 2/24
: Accession #: 12026
: B2677 - Dehydrempiandrasterone Sulfate {DHEA-S}
éi\-n results availatie,
. 83525 lt‘lsu[ln
f ReaultNama. Rasult Vaiue unk fiay Rafarance Range Rasuh Btatus Lo oation
feain 5 absfact 3-28 Usder Lak Revey Renek .
84441 - Thyroid Stinulating Hommona (15H)] {NWK)
| Regutt Name Rasutt Walue Unit Flag Retarance Range Fesult Stamus Labi Location I
IR 3 il gt [ Under Lsia Pawies: Hrvadk i

\ “Lah Resuit Detail View, Basic

<, }, .‘\.,_,/').
Resuit val%g are ‘generally added programatically to LIS after a user of a Bridge Application has sent the

r/ms‘t'rﬁm{he\neiw er to LIS, and an LIS

ﬁea

\.«{ TSH lex
K

user has Imported the result successiully.

f)

o -

. Reference Name®:

Result Vatoes:

Resuit Range: High

Resu't Status: Under Lap Review

Comments:

Reference Ranges: Users rpdét ﬁrs{nsgt@\?;
Reference ranges may va;gg’for pat

NN

TTSH, Venous, Serum (Age 10 120, 117872024 + | inits: ulufmi
LOING Coder 3015-3
Gendes ambigueus
Prapend: | ' MinAge: 8
[ hMaxage: 120 Y
Lo <040 < \'\\
T - Mormai: 24C - 3.00 ~ N \.\
High: 5400 "\f;\_‘ ‘,,‘
— \
- ”;
\
; " b / /
Resu.'t Value Edif e i ~ e
a reférence range pricr to /en{ermgaa ulf v@e ‘C@l’gful‘
Hfdrent age or gender /;double checN onfirm.that the
-~ “
I ™, \ ~
( | N
i 5, ) !
5 S 4 J
5 N 7
\\\
- L

Aftegt u/prﬁcéss Is complete, the result status will be set to “Under Lab Review.” This signifies tbaque
u§ be reviewed by a CLS prior to being confirmed and released.

LN

N
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.\{

)

\ ) The requisition secticn d|3play5 ‘each |ab order associated with the patient Vi
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range selected matches the demographic background of the patient. Age and Gender information for the
reference range is shown on the right side of the edit result screen.

Result Status: Once a reference range is selected, users may enter a result value, and select a resuit
status.

« Under Lab Review: Indicates a result must be reviewed by licensed laboratory persennel prior to
being released to the physician andfﬁatzent \ :

¢ Doctor Only: Indicates that a resul; ha{ beer re\hewed and released by licensed laboratory
personnel, but only to the Doctor. Ve /

+ Available: Indicates that afresult\as\been-feviewed and released by licensed laboratory
personnel, and is avaj b b ath th&Doctorand Patient,

« Void by Lab: In fatﬁ uIt a% been voided by laboratory personnel.

¢ On Hold: Ind c te\’t a Bsult,as on hold. Such results wilt have a pending Action found by
Acti
-

cllckmg on fche Mérex button

OORL/IOO C ékm on ORL ar OORH butten wili auteratically set the result value to the upper
or lower lirfit of ¢ anhﬁcano and add a “<” or “>" symbol in front of the resuit.

Users'l—ﬁay also,mantaily enter “<” or “>" in the Prepend field fo indicate that the result is above or below
tiae quai; O/Qét\oﬁ lirriit of the assay. This symbol will appear in frant of the entered result value on the
SN

__/ .,

<

/—w._‘c efull D etmg a result will remove the result value completely from the LIS user |nterface’ If (ﬁeTc—;, is ‘_\
; grly "t-result row, the user wili not be able to add a new result after deletion. \/ o (,;\ . /
i ,{
\ReqU|5|tlon Tab , \ S /
! ' ;.- \4 / .. S S

f the at1 utl\ized
multiple lab orders during the v15|t the details of each specific order will beﬁep&ar ahgd di played in

this section. \/

Users can also fing-gopies of any scanned paper orders in this segtion \well\s the Super Mario
techncian that-trar jhed the order. — PN
COntainers\/ ~ - i /\ f/ ( /AF

D S A

The containers s@ct/orf dlsplays information zelated to each contamer asscczated with the visit, as welLas \\ 'H\
the current location. Expanding a contazner oW dls;glays all, assays that will be run from thi;irc‘aqtaper :\A : \

* Field Aliquot Containers: Gontarﬁ rs Used to tfansfer part of a sample from the,[oea
to a reference Iahoratory\
»  LabAliguot COI‘ITEII’}EI'S)_C\}PE}NETS ugéd)to transfer part ofa sample to adu\fferimnta}er to

+  PSCCollection Contalners: Contal er Eoﬂected durmg the patient visit \hg Ao
raéw // i

run a certain subsetxof assays in fhg_océl faboratory. ,/ T

< \/\ i/ OGN
AN A\

/-
f

\_
\,._I
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Container Status

* None: Container has been collected in the PSC

* Received in Field: Container has been received at the local laboratory and is being sent to a
reference laboratory

* |n Transit: Container is in transit from tlae_lqcal laboratory to the reference laboratary

e Received in Lab: Container has been/ecerved |nthe laboratory at which it will be processed

‘| Ay i

PSL Colleczion Containers

Contalanr Cnlhcl-d Date  Tachaicing Hame  Statun Ragelvedin Flakd  Radeived it bab Lab Recelver Nime Barggde Number  Lasstian
[&) ;‘f: " laktacht zrepy  Hacemes i Lab gu’;,w S:?:m Aak Fasqus 1averdrakl Hevar
&) ‘E ?:;Enﬂ’;:ie ;5:’:03 b lavtestnovepy  Secenedinlan 2';:‘ aw 35'522 o Msr Fasque sedtgremsk) Terane
Asvay Descriptions.
Hhyreid sdm narmana (7-03HL
viaen o, 215 hpdooxy (62-00003:
Field Aiiquot Cantalners Display
Contminar Recleved Lo Lab Lab Reclever Name Aliquet Data Technician Nama Hatus Earcade Number
= de'ﬁm! 0% 1205 A o Missing LD001483
;l\uqy Deacriptions.
inzubn (D7-PEH6T)
a EE . .
,f S A Container Details
; >
f /f ,/ /f—ﬂ-.
Attacnm ehts/ "
T < .
\\{ > E*seeimn includes any attachmeants which have been uploaded by TLIS users. Such attabh;nbﬁis ﬁ‘-]amz

{ \\lnc de faxed lab orders, copies of documentation sent to state health authorities, or a.ny.mhér ;ﬁfoxmat;
™ ) \ rela ive to the visit that the lab wishes to save electronically. A
. '-\
,

\ /) Part lli: Left Menu Screens

. . ; 7
The Pending LI%IS uséd to view assays thayféwe not yet been run in thé laboratory. Users may fi Iterthe \

pending list by &'Range, Lab Type, Assay Typaand Sample Location. //\ \\\ \i
Each record (“row”) on the Pending List is an Azgay. An Assay is the chemigtry run to fulﬁll sne o mDFE“ — \\\
reportable results. |.e., one assay ig'un to I3t 3024-7 Thyroxine.Fres, and one assay is run“tQ fulfl at
34714-6 Prothrombin Time, 5902- Z\ENR N?Therapy and 6301-6 INR Warfarin Therapy . / /

There may be multiple assays actNe in the\sy:}iem for a given test. Far example, Fr/e T4'has t\NDﬁctfve
Assays ~ one run in Normandy-and éné-jun in Jl,?fassm Park. Both of theserassay\s futfill 1& sa\me/

repartable (3024-7 Thyroxing.Free).™ ™ _- )
- x f\ [/ /,-—\\ \‘
< \ A N
LV o)
-, \ S F
\v’) | N
;’f:_‘ \._\_7_—_/'
\\ \\
\\ \'-.
. .
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Logic

+ >=1 LOINC associated with the Assay does not have an existing result vatue
*  Visits Status <> Closed

—
Effect of Reruns ) /./ \\

»  After a rerun has been requested, ¢ a resu!t is ccmsmdered pending. Until the rerun is approved
and the rerun result is uploaded, aky assavgto Wwhich that result is mapped will appear on the
g \\ 7

S

Pending List.
e Users may override tky éa:nCeerg the rerun or clasing the visit.

Effect of Redraws /"
. Oncearg\ipygués,ﬁgena
remoyed 'thé»Bé

iDateRange s fuhin Vaeon

= | abiagpe Astay lype

Regsonn

. ; s
R i isit: 11 3 CPT=: 300 i ey
-, Patients Visit Assays 30 Eeprrd 1 Pefreen |

\ ) | Ay Aty Bescripitsa Contungr Type Pastyme Hame CowofBinh  (Rakdan VidiDate  AwE S

E)3tmoNEARD 2} § 4

{5 ABOMID Blood Typlw 2
iooc Bhood phe. 48 TN Purplp Jorema Fesque BRLi Jobn Bidedtome i 11003 A i
- Shaed plhg. 1bo T Pureh Jotans Fesgue wangR Juh Bischame. ol 11563 a2 i}
H i
- i @xrmr ‘\j
i %) Anemona {111 i
I amarenn SlaesTuba TesterTener /189 Tert Tet ane 062 oA H]
/ S " .Q/\L' / I3 > A N N

( (e | Pendigg\iist [ { 7 )

: ! s i

i . L
7 - L .
S N .
£ N .
\ / o
« . . m—

The Visit Status Dashbeard is a déshboafc/kthat groups VISItS by their status. This at/gv{;s users focusd:n

visits in different states of completitn

s 4 .
PR I

s

N AN - _,./j
N
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For example, users concenfrating on reviewing and releasing results will navigate to the “Ready for CLS
Review" sectian to see all vigits that are ready to be reviewed and sent.

Visits in the Ready for CLS Review, Mare Action Reguired, Ready fo Send and Missing sections need to
be monitored frequently in order to clear cut records and get results reported to doctors and patients.

Visits in Collected, In-Transit, Results Partially Uploaded and Preflim Sent to Doctor are pending further
action elsewhere in the system. These lists are'iare far informational purposes, or to search for specific

visits.

Logic

Note: The patient visit must be cqm

Visit Status Dashbeard.

Collected e

e
* >=]1 contaiger staﬁ;&-

/ P
A
{ \ :
{ \, ;
Y ", ?
5 — 7

\‘ v

v}r.ted
« 0 resul‘ffvgh‘fesKexls_,on, Sit

{ /

In-Transit ™,

——

- .

/

. >= oritamer status =

*  All result values = Available, Under Lab Review or Void by Lab\\
P

T -

. >=1 res’ult)falue Under Lab Review

/ IW/
Mare Action Neede;dfﬁ

Ao

In Transit

All Results Ready for CLS Review

v
\A

>
L

e Thereisa p;erffhng Action assoaate;?ﬁ;ﬂ;h the wsnt

Prelim Sent to Doctor

i
/
. oy \_.'r \'\
* Notification sent ta doctory ™~ N

*  Visit Status <> Closed

Sent to Doctor and Closed /

\ M

;
S
A, s
o T
SN - }
“\ N v

<‘“’\ S

™,

",

\,.x”

/
g}l,e\ted} thé‘PS’é Application for the visit record te be displayed in the

; w/ u!It va!ues exist an visit T
- i < Py .
4 Resulis P ially Uploaded YA ~
\\! Ve B ‘\_/.-/j/ 1//‘} :\/
™ l\ _4 >=1container status = Received in Lab and Alf result values = Null OR ,»’/ \\\ {\ '/’
. e R ! .,
' ¢ >=1lresult value <> null Sl w7
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«  Visit status = Closed
+ DNotification sent to doctor

Missing

» >=1 container status = Missing
,----
~.

Effect of Reruns \
s After a rerun has been egugstgd K‘\Ihs’ considered pending. Until the rerun is approved
and the rerun result is up|baded, t sﬂt—wiﬂ remain in Results Partially Uploaded.
s Users may override th‘(Qy Q\oe\ ing'the rerun or closing the visit

Effect of Redraws -' T \>

* Oncea r,;:‘ljaw)béslbﬁgen approved, ail LOINC codes an the visit associated with the redraw CPT

are iggor by{thélegf
\‘v -
!cons \ \

In’{ {a }b % }Wﬂ cerizin icons will ba displayed that indicate the status of results for any given test:

Ao P
I
@ <{/ / /'//7
”\ / TN ResylfPendmg ( ,/ A \>
( \ . Result Under Review /—'—*-\‘ ;\ ( ;/.f ~
\ \i:; R . \\ — e
L esult on Hold < o /\ { \
-..\‘ /.:‘ ’ - i -~_\ /- ~..__‘. . ‘-,"
\\ & Result Available RN A {} \/\
! a < '\ o
e IZ Critical Result o o ,
7 - S \\
(& o (O
S oy LT A
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Sy ﬂ%ﬁ‘ﬁ“

| +-difter Option
i
]

sille: fype s Eto

DaeMarge:

e

Patlen Uains: e Ascagion Mupiba-,

His: ot
“atPes

Noshlls  Asdon leons

du ales B P Letation 1 /b 23028 - <08 w7 Bt Dilfevwatial s8C ()

| B g FECT vowLass b o o B AL FF b 809 Hemostonin Ale (HbhLe! @

b0 & B ¢] raaria

’d o3 ""-\\/Visif Status Dashboard

/ 1
'Khe Cr@l Rewew List contains a list of all visits for which a critical value has been uploadegj/{/th?e \

ystem.
k‘ _/ /'/", \

( ", Recerds will only appear in the Critical Review list if the result status is set to "Under LabRevuzw H-thg
\ \\ resllt is voided, or released (setto ‘Dactor Only” or “Avallable”), the record clears fiom the G(lticg[_/-"

'\ H
N . Review List. I
' . /\ '\ \\\
Users may also remove records fmm the Critica! Review list by clicking thet’%em{we blitton: 4owever
\\_ users must enter a reason, as well as entenng their username and pas,w'fo?d {] pnor tqre ving such a
-~ record. L “ .
P e o N
= / \ \
The Critical F/ appears on a result row when the result,is qo‘ﬁsade;é Out6f Range Critical. This
could be erhcét’ngh,‘Cr:tacal Low, or another demgn‘atlon —-Le. “Pésm\re cir “Toxic. A
PRy
\ o o ,- \
Laboratory personnel may utifize the Critical Review list to get a snapshot of all Critical values for which v
action has not yét been' takén.. Those monitoring the list may use it as a too! to assisti in calling critical ™. ‘\ R
valties to the ordering clirician; a process documented in the Crmcal Vailue Call SOP.; /" R __fj-,& -% Commented [MF1]: Reference the Critical Value SOP |
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siw |

Clbmepsrp: e

. ! Acwmsion® VhitDaw  PulnlNans Dateof Wil Fhonisin Pyildastockon ¥ Critkal Vst Beaull

S MM OLNAIN  Melina iy Loy Worer's et L

i1 pulyrotow Lot o (60 v] Row earbape

| s

i KBUE o w1 Blyeons i

Coment Uk

Mewd RmullMahn Resll Uplesd
Veden P

X YRV

Fetaaci .\,umfnm 10} in
Rl yom o4 Piers
Curreriva:
l.sl.il LETHER
[oew
F“ w IL\nuU::

Critical Review List

\ .
{ e
\ » The Redraw Request Rewew screen allows users to view all redraw requests qld e;tbe\&QXO/e ar
Ve P 7

cancel the request. N N /
\ Redraw requests are initiated Ey\llcenéed labaratory persannel when itds deié{mme hat'a valid resuit
- cannot be obatlned for a test included in the patient visit. This may be. du to a n mber of factors, from
preanalytic hu frors to post-analytic process errors. Upon gré'ats request, users are

required to cyn} "the reascn for making that requaczt ino er/to~i'1el /;ac the trends of requests
overtime. { ™~

‘\ / \j / ,/S\
i
Cncea redraw Q{_'een requested, it must be pproved by I|censed personneE prior to the paﬂent s \ \\
redraw visit. \ R \

|

)

Users may also cance! redraw requests if tr;ey p termme that Itm fact will be possible to r h\stand\ :_ "
preduce an accurate result. / \

The list may be filtered by Request, Date Redraw Statué Coliecﬂon Method and Lab Location‘U\s‘eQ/a\ \/

also use the various Info filters to search fér\sg cific groups of redraw requests. (\. / \
\ T
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\ \ Y Lew 1205208 R BTz bl [T

Users wishing to view and approve redraw reguests will filter the list by Status, "“Requested and Pending
Approval.” This allows those with permission to approve redraw requests the ability to search for all
outstading requests, investigate any potential discrepancies, and approve the request if there are no
other available options to run the sample.

On each row, users can see the Requester, the Reason why the redraw was requested, the Redraw
Status, as well as the Collection Method of the eriginal visit — among other details.

VAN
Upon approval, a new eiectrenic lab order 1%3 createa that‘* will allow the patient to proceed through the
PSC visit much faster than normal — slq@mg chiackdh and payment.

PLEASE NOTE! Approved redraag requests\c\n?mee cancelied.
B . >

TR
- Fiker Options

abteing Teshican

Foraring Nt

Appeves
e

Tehwnldan

Amaan

1eaxs SEC2OTPM 01280088 e S0

et QS8 3L LG v L6

Tenfoca AR WD S

s sign cisonte s R e faimre  eeylidiman & Larict: " ey UM M
Jiet.) CLTHESANN CIABONLE N [, sl N, Amiaune  leNerlinan Gotmg Tt vewsbraw  mepmied o P

]

AN
The Rerun Review screen allows u%¥5 fa\vlew exrstlng rerun requests and either apprqvenf

’ N
reguests. Y \geI\c?h / /

< A~
Rerun requests can be |nit!ates‘eitéaf}\the Impﬂrt from Device screen, Q[ihQ\VlSl Detdils SC@BI’]/The
Rerun screen is only used fcﬁ' approvmg and cancelling reruns. e ™,

NN SRR
\\‘ > l\‘\,_ ‘t-"'\__//; /j‘
. R .
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Rerun requests are initiated by licensed iaboratory personnel for a number of different reasons. Reruns
may be requested when it is determined that a second resuit is desired to confirm validity of the first
result, Reruns may also be requested if the first run fails to produce a result at all.

Once a rerun has been requested, it must he approved by licensed personnel. Upon approval, a new
record is added to the LIS and Device Pending Lists, as well as the Rerun App. Additionally, an empity
result row is added to the associated resu!t(s),iﬁ'the Vis{t details, awaiting the rerun result value to ba

upicaded or entered. S~

P00y
Users may cancel rerun requests if thgy\dekermiﬁe.bgat the first result is valid and can be released to the
patient and doctor. {/’ \\\ P

be multipled by that factor wher sen om\Q)E"dsvice ta LIS. For example, entering a dilution factor of

“0.1" for the Testasterope ass ouid allaw laboratory persennel to perform a 10x dilution on that

sample and run the sample wit ut‘"rt}sgkfﬁg any device-level modifications. The result would then be
IS,

multipled by 10 upq béing sent t
VA

/ - /)
PLEASE NOQTE! Users shéuld NOT enter a dilution factor in LIS if the dilution and associated calculation
is performed by tﬁe analyzer: Dilution factors will alse not be calculated if a result is added manually to

EJANAN

[EYELT

N . - .
Dilution factors can also be ayéli\e_‘d @Z{‘yn réguests. Applying a dilution factor will cause the result(s) to
d

| BstzRame s

N '
. N,
\> | Hatunsted Dty Bptiant Niwms  Dateof il ALy A Rasitn Hajdsted By Appoaien By Appeoved Date  Stat

Ko B [vrlart i vemempan: P ammenn T

Appmyriancel Wata

wmwd itim

;wmzm-.l Temte o etk ekl e Frquesied PN [olx]
\-1.""::—/ L N 5 B j (’ \'!\
S erun Screen . . NN
e R g, o~ N
N SN
] L < e AN
'f 7 Y K 5 Y - Y
B \// - - N =, B RN \‘i
."r \"\// . A 5 : - \ L
N - P
§ < " NN (/
e 4 —. e
A TN .
;:\/\. g -

e ~ -~
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\\’l'
N

\>

The Import from Device function allows users foTéview results immediately after they are sent from the
analyzer, and import those results into LIS f/ef ﬁpaLrewew

The Import from Device dashboard, the flrst screen dlspléyed upan navigating to this feature, shows all
results ready for import for each dE)ﬁCW% Cllckmg;zrﬁ the Devica Name grouping wili further segment
the results by those ready for im_pc;irtf ividual device in the laboratory.

Result records in the lmport fr‘s vgd have a status of “Ready for Impert,” and will ONLY appear in

this screen. Resuits will ny other screen in LIS (Visit Details, Critical Review, etc.)
until a user selects ap |mports he resu}{’

Users may also dues;ér dlr;actl pprcwe reruns, void results, or place a further action needed flag on
results from t éFe

a status m?sfoﬁ:i By Lab. Plapﬁg a further action on a result will cause it to appear in the visit details, with
a status of @n Ha . The isit will then appear in the More Action Needed section of the Visit Staius
Dasbbcraﬂi \\

Usef’s a/v’ﬁtar results by Date Upioaded, Assay Type, Device Type, Unigue Device and Test. /g Q
Fnay Isg seari:h for specific patient visits, .

\er&maf also wish to display only normal or abnormal results. Filtering by Flag Type aIIovﬁs yéers,tq

se ch for results with specific flags. S

P

As ln the Visit Details, green Tesults are Normal, Orange are Abnormal, Grey are Jr{de}ermmate\andﬁed
are Critical. ) < [ b

. B o A ™, -
Upon selecting a result or batch of results for import and confirming the importr“té‘:esulfstatus is
changed to Under Lab Review and the results will appear in the Visit Detivfs sqctlon Ny

e | N

7 i . . -
o o T

mporﬁromﬂewce screen. Vou:img a resuit W!|| cause it to appear in the visit details, with

>
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¥
b 1t 2% B

GurTe:

Import from Device

- /" \,
e fhﬂl ers may’ h to add a lab order to the system when an order has been faxed or emailed t}}T?sr;anos \
4 a pilv cian's office or patient.

. { To g so, users will naviate to Add < Add Reguistion found at the top of the screen, chsérx liheh b’ez
reimpted to enter a Provider.Name, Location Name, Doctor Name, and Patient Na[‘ne k s

e

wen adtertzg | X1 %

Deatos iz gEnier Boctir Hame

eI

Levation il | Select Location - . -~

ek Mua EEnter Patival Mame I / /

\Add NeMeqws#ron Basic Info (L />

& (\\\ /‘ !/""'\_‘\ '\\\ Y / .
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Please Note! The information entered in each of the fields must already exist in the system. Prior to
creating a requisition, users must ensure that a valid lab order has been received and all necessary
information is available. Required information includes:

1. Provider: Provider name, address, location and fax number
2. Physician: Physician name, NPl numbes, provider, location, phone number, specialty
3. Patient: Name, date of birth, gender/f"”‘x\

foosT \‘.
Once the existing Provider, Provider Locatipn, rot{)}' Name and Patient Name have been entered, the

user advances to the “Lab Request’ §gr§eri‘ A
Pt

b Request

Ll
e Damsciatben
W TR AR TR e A AT N AT F MR A R (I
= o
BN 7_,:' !l:‘.g-:i?hnn B e &fmm . Frinity Sl instratien N
i s man i . ki P
\f - HIEL S T ] ;J:l:le /
“\ { \| ) ' B . -. ‘
S - Add New Requisition — Lab Regquest info o \_‘7 S

b s, d 5 P

\ ) P A \
On this screen, the user will 'specify all Tests and ICD-9 codes indicated grithg‘%qenhép order, as well
™ as any hotes ar special instructions provided by the ordering clinician. Ffie user will also specify the order
) priority, fasting status, and fasting.hours, if noted on the patient lab orde\Fina’Hg(, users'will select the
Tests to add to ;he‘gder. Active tests are listed in black, Inactive.testsin red. Uisers are not able to add
Inactive tests4o A ¥isit- . VA T
;o N7
Once al! thé necessAry information has been entered. users will click the “Next” button, which will direct s
users to the Sumpiary Screen. Users will review and confirm all infamnation is correct, and save the LY
reguisition. The will now appear as an,ffgct,ronic arder in the patient profile when the patient ?heqlis 3\ "-\

in at the PSC. e Y '-\

i, -

Note: To create a standing order, sglect thé Siﬁf\ﬁdjng Order box on the Summary Screen §U\specif\y the\"\“
frequency and length of time as dirgcted-by tie ordering physician. N }
{ : .

>

-

i
3

i

; J
g

—— -, ,

Contingencies: <\__J\ (,,\{ o \\\\,\ / S
!_/ "’-.,\ *x\‘\- P / /,/ ‘_-H"\\‘\'—._V_. ‘*.\\ \-,__ /
d ™, y e = N
TN TN N\
) % \\_‘ﬁ ~ }.f 'j:
AV AN . /
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« Ifthere are no ICD-9 codes indicated an the patient lab order, users mustcontact the ordering
clinician to determine the correct ICD-3 codes.

s [fthere are tests on the patient lab arder that are not offered by Theranos, users wilt contact
the ardering clincian and inform them af the tests that are not offered. Users will notify the
clinician that Theranos will be happy to process all other tests on the order, and will proceed
per the instruction of the order;n?lnrﬁn\

s [fthere are tests on the patient lal r,d"l\t\ha’g\a re not offerad by Theranos, and the lab ordey
was submitted to Theranos by the paﬂgnt,}usErS will cantact the patient and communicate the

same message as stated pbove S P

N
Part IV: Physician and Patiefit Reé;rﬁs
/““\. ™

S,

Physician Records

Physician reoords |Il gyét for eaE1}|nle|dual clinician who refers patients to Theranos ~ this includes
Nurse Practmqnens‘ag ell aS gwe ‘various different types of Physicians who are legally allowed to order
labaratory tests. Physiéian rec rds may alsc be craated in advance so as to save time when an order
comes in fr\m a l\ew physicidn,

impoftant! Bg use physician can only be linked to a single Provider, an individual physician may have
gf; ﬂ?ore se. & physician records in TLIS. For example, if Dr. Jane works at Palo Alto Medical

ou »6:1 Monday, Wednesday and Friday, and she works at Stanford on Tuesday and Th

are will be two separate physician records for Dr. Jane. /I \

\ S
o Qaie‘ss {he List of physician records in TLIS, user will click on the “Physicians” tab in the\gppjz(ar/o?

(™. application. Then, users may either seach for a specific physician by name, or run a ldeoper:%fedre
e, and

~, Phone Number. - /\1 ( \\

~

" Physician Defall View ~ *. . % \

N, ( >
By clicking on a physician recard-from the physician List, the user will ﬁax{igatéio tbph?sicina detail

-

view screen. The-physician detail viéw screen allows users to view-basic information for the physician,
past and pen)zﬁ’n [y qwsmons that the physician has submitted.to Theran rs‘k(s well as notifications
related to thé piyeitian <including when results for Ra%t reqlfl’smﬁ /s h e@eeﬁ communicated to the
physician bx email tar&ax )

DN

. %
Users may edlttl( physu:lan record by cllckm@QShhe blue Ed:t" buttcn in the top right hand corner of th he \\
application. This “aliows Lsers to update demogra ;I'/o 5\

e

~.

ic informaiton, contact informatien, as weltas \3&
Provider and Provider locations(s) to whlch hat physman record is connected. < T : \

\“\

Key ltems /\ \

* Preferred Commumcatlo etho indicates how the physician prefets to teu re Mi\‘(;'} <\/
physician’s oﬁlce has an- ﬁw: cand ction to the Theranos LISJh:s |i| E\Ma\,asq th
/
~.

. ’ 4 /““ \ \
- \ . {, ‘ \
J |‘ e
\ \\E_/; )
~.

l
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pireferred method. On each Visit associated with that physician, the preferred method will be
cirgled in green.

* o Preliminary Reports: Indicates that the physician does not wish to receive preliminary
reports. If the user attempts to send a preliminary report for a visit associated with that
physician, an alert message will appear.

*  Venous Draw Only: Indicates that a?ﬁs‘@‘féw{'hich that physician is the ordering physician will
default to a venous draw for the co c;tmnqnethod This is done autornatically through the PSC

Application. { \ ) ,'

Blackzhome

i g

Can Numbsr e Sovande?
L EREEDY o T E@
‘-,_/" sty Information
N =)
& Spraiiy Sub Speelalty KFt
e AMGSPICE S TS " . e
S d Edit Physician Details Spf‘epn.\_ ) N
s - : .-'"' / T d "
i C—'/ . N { /1 -
N T L AN
Note: If a userchafiges- the Provider that & physician record ig connected to all existing or past ‘.\ Y
requisitions thatd pﬁysrcian has submlttedrfro the previous Provider will remain unchanged (i.e. ,,the \\
requisitions will reference the previous Prowder not the new Provider). ‘-\
i \\‘
Creating a Physician Record ; £ ,,"\ \ S

Physician records, like Provider ref:ords \rﬁay sither bis created in advance or created vciﬁen ai Qrde <\
received by emall or fax from a physician far which & physician record doss not cur;:eﬁtly/emst f
system. Physician records will alsa be created in Super Maric when scanned lab orders are recewed from

the PSC from physicians for which a physician record does aiot currently exist (not currently in Production

— Physician records will currently be created in TLIS when such an order is recewed in Super Mario).

;' f' \\ ‘\ -~

\ \ / i A N
A - H
\.\-\ \\‘\ //_'f ; /
— v
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/\\ /"‘ -\\\\_ in atimely manner.

N

NN

L

The feliowing fields are raquired in order to create a new Physician record:

1. First Name

2. Last Name
Provider: The individual physician office, physician graup or hospital where that physician
works.. Remember! There may be a Fer | phy@cmn recard for the same individual, if that
individual treats patients at more E\e\PrO\qder

4, Location: The provider Iocatl/o_rL wr\ere ‘th _"phvyman treats patients. Many physicians treat
patients at various |0CBtIOFIS in aphysician group or hospital network — in this case, users are
able to select multlp!e,.d?ﬁe locations, and mark one as the default location.

5. Gender E“\

6. Preferred M e{thdrf oTQcmt ct\t}sers must enter either a home, mobile or business phone
number for, ﬁysiclan\ s may also enter an email address, though it is not required.

7. Speuaur:v\ \/ g (/ ) o

8. NPI,Nigmiaer If the User does not know the physician’s NPI number, it can be found by searching
th‘e\FederaI NP\Natﬁbase at the following address:

f—hﬂﬂs [<n iragistry.cms.hhs.cov/NPPESRegistry/NPIRagistrySearch.do?subAction=reset&searcht

i d ﬁ%e user is unable to find the NPl number, a dummy number can be entered.,

( \z/qéwe;\ver the user should document the record and ensure the correct |nformat|on}ﬂiﬁaimk

{ /
£ /// /\‘) ' o
Patient Recards . ,*/ -

c""'\

Patient records will exist; for each individual patient for whom a lab order is sub &éd tD era os ﬁnllke
physician records, there will only he 1 patient record per unigue individual, P, ent recgo Are
connected to physician records through a requisitian {or multiple reqwsmon ther here is no
aption te choose a Physician in the patient record — patlent records can.e Inhedhé\q/tl le phymc:an
records, dependmg on which physmlan submitted the reguisition! "

To search for, /a’ pg;nent,record the user will navigate to the paﬂeﬁ/se % \r clicking on the

‘Patients” b}attqﬁ' in‘the top menu bar. &
/"_1 f k

Patient Deta\‘r-\he}g _ // \\ it

.r'/ \ N

Once a user has?éarched for and selected m}eut record frorn the patlent List, the user will-pavigate te\\\ "\\
the patient detail view screen. This screen ows users to baslc informatian far the patien and\e\uﬁs i
from past visits. g \
Note: Users may not enter or edit f&f va es in the patlent detail view screen - this st'ﬁe d e orﬁ < / ‘
in the requisition view screen, disc ssed a%eve Only users with access to result in /\ tiOf'I WIM ot

to view resuits in the patient detall n’>
Edit Patient Details ’/ i\ -
. . , )
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Users may modify demographic and address information, as well as adding next of kin information, on the
edit patient details screen. Note that editing patient information will update all historical visits for that
patient.

Note: Patient records may be ¢reated by a check-in technician in the PSC application during the patient’s
visit to the PSC. Users should double-check patient records in TLIS to ensure all information entered by
the check-in technician is accurate and up tci’ gdte. '\.\

Wt v
o

w2272

Futatesama e e

Phana He Axfaranaip nos

Edit Patient Detail N

e, R

Creating a Fgﬁént Re cord / \ \ \
7

N

There are two ways«imwhlch a patient record is created in TLIS For ey patlents arriving at the PSC with -

a paper copy-ef-jeirfab-order, wha have had no prior interaction with Theranos, patient records are ﬁ’ \
created in the P§ apﬁllcatlon at the point ch Technicians will collect demagraphic information, . ‘\ \
insurance information, as well as next of kin} nfgﬁf%tatlon (|fn9£:essary) Upon completion of )He\patnent N
visit, this information W|Ii be saved and a ne}v record created inTLIS. \_ e RN

Usars may alsc create a patient re m%dl(?cﬂ;? in FLIS. Thzs will ccour when lab crders are fa or\ i ]
emailed to Theranos for patients trﬁ‘iat veshad no prewous interaction with the company. Té\d\ ), fro\m, qi/ /

the patient search screen, users wil click qn “‘New Patient.” i ~ 4
\ ;, A 5 P
The fallawing information is redliif der to create a new patiant records—. \ NS
14 RN o \\ W o
e 4N N s s N /
J £ R
\\ . { ‘ \ i
N LN f
\ / s N e y /
P . -
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*  First and Last Name
* Gender
¢ language
e Date of Birth
e Preferred Method of Contact (either home phone or maobile phone}
* Next of Kin Infarmation: Required fog- ﬁatlt?fs\under the age of 18; if entering information for a
minor, users must flrst create a prgﬁ‘ﬂerfor t(le p?rent or guardian
- V“V‘) H
8 RECORDS f/ \\*— - 7

] ,-.,

N\
9 ATTACHMENT/S o ,\\

™
/\{‘\,//f}/

9.1 NIA/\ { ~

10- /REFE\R\NCES >

7 I L
fm * /‘1' herangls Critical Value Reporting Process

81 N/A

| \‘ED Theranos Super Mano Application User Guide

\> 11 REVISION HISTORY .

Revision Level Effective Date Initiator DCO Number N
| A—— 127/20175 " M. Fosque, | CLDCO-00071 < \
S .-.\. T "‘ — o~ \\ \\
| “, ' P \\
] i RN <, o~ :
VA AN L \
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BTN LN
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E

PURPOSE/ PRINCIPLE ...t it i 3
SCOPE ... e e

DEFINITIONS AND ABBREVIATIONS «..ooooov oo R N T
RESPONSIBILITIES PRI VN 3

OO ~NdHobhWN-
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-1 PURPOSE/PRINCIPLE -
The purpose of this procedure is to provide a guide for daily, weekly, month]y, an qua : erly
maintenance of the iRICELL® 3000 WorkCell for urinalysis. NN

2 SCOPE

3 DEFINITIONS AND ABBREVIATIONS
Not applicable.

4 RESPONSIBILITIES
4.1 ltis the responsibility of super\;‘i"’s\

aware of all safety precautions.

et

5

51

Theranos Confidential Page 3 of 20
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REF iChem® VELOCITY™ Materials storai‘el-w,,f":;
iChem® VELOCITY ™ Urine Chemistry | 2 to 30 -}
800-7212 Stnps _ oC B -;
475-7022 iChem Wash L2 ;[g Zef
800-7211 iRISpec CA/CB/CC Cont
800-7703 iChem CalChek Kit
IQ®2 0 Materials T
800-3103 £ 24 hours
800-3104 30 days
475-0021 date on bottle
475-0003 date on bottle
475-0047 200{8 28 | 4ate on bottle

8 °F (289C), an relatlve hurmdlty noncondensing in a range of 20% - 80%.

7.1 Calibration Materiais
7.1.1  Five (5) Reflectance CalChek with fixed calibration values.
7.1.2 Three (3) Specific Gravity CalChek: 1.002, 1.030, and 1.060.
7.1.3 Four (4) Color CalChek: colorless, straw, normal yellow and amber.

7.1.4  Three (3) Clarity CalChek: in straw color with slightly cloudy, cloudy, and turbid clarities.

Theranos Confidential Page 4 of 20
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7.2 Frequency ‘ T
CalCheks should be performed quarterly on the |Chem® VELOC

calibrated.

8 CALIBRATION PROCEDURE AND VERIFICATION

8.1 iChem Reflection CalChek

8.1.1 Remove all chemistry test strrps frcm t
into the Stnp Provider chamber::’

8152 Repeatthe run u sing new lot number.

8.1.5.3 If the CalChek failed again, contact Technical Setvices or distributor.

8.2  iChem Specific Gravity, Color, and Clarity CalChek

821 Obtain iChem CalChek solution tubes as needed according to the table below:

Theranos Confidential Page 5 of 20
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ordents Value Barcode ;”_"
Specific Gravily CalChek salution  |1.002 +- 0.003 ¥ R
|2 | Specific Gravity CalChek solution  [1.030 +- 0.005 w;
|3 1 Specfic Gravity CalChek solutian 1080 +-(005 | N
| Color CalChek solution Colorless ¥
4 Color Catlhek solution: Stravy H
Color Callhak sob Marersat wiﬁm-. M
| Color CalChek }é,g&utizgm arrrat amb&: N
Clarity CaiChek solution Slightly cloudy Y
- i Cranty CalCChak solution Cloudy fé
LR Caanty CaiChek solution Turid N

8.2.2

823

8.2.4

The rack will be proc s sedand all z:a!__ ulatlons performed automatically. The CalCheck
Ved w:ihm elght {8) hours.

8.2.8 ‘;"SG!ColorfCIarlty CalChek Failure

8.2.8.1 Repeat the CaIChek run using the same tube solutions.

8282 Repeat the run using new ot number.

8.2.8.3 If the CalChek failed again, contact Technical Services or distributor.

9 MAINTENANCE
9.1 Daily

8.1.1  Emptying and cleaning the Waste Container daily or every 300 strips.

Theranos Confidential , Page 6 of 20
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9.1.1.1  Open the waste container door.

LS

9.1.1.2 Remove the waste container and discard used test strips ac¢ 'ding.\‘f‘qldcajl' i"j_eé\u.i,ations.

9.1.1.3 Clean the waste container with Iris System Clganser dilute

nd nnsewrthtap -
water. AN -

9.1.1.4 Thoroughly dry the waste container.
9.1.1.5 Reinstall the waste container and close‘\bd‘htaiﬁ'

9.1.2 Discard Liquid Waste

Unload Trays

9.1.41 kL ssue with Iris System Cleanser diluted 1:10 and wipe the Sample Transport

Modiile to remove any deposits,
9.1.4.2 Wipe again using distilled water.
9.1.4.3 Wiipe Dry.

9.1.5 Clean the Instrument Surfaces

9.1.5.1 Moisten a tissue with Iris System Cleanser diluted 1:10 and wipe the Sample Transport
Moduie to remove any deposits. Check under the belts and pulleys.

9.1.5.2 Wipe again using distilled water.
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8153 Wipe Dry.
9.1.6 Check Wash supply and iQ Lamina supply.

9.1.6.1 If needed, replace Wash and/or iQ Lamina.

Note: Replace wash filter each time the Wash is replaced and replacelf}\ ming f revery
four (4) bottles. ; el

9.1.7 Run Daily QCs for the iChemVeIocity.
Note: Do not shake IRISpec CA, CB, or CC,.. " =
L

9.1.7.1 Aliquot 3mL of the IRISpec 0 on the iChem QC

rack as indicated below:

Contents Function Barcode
Ci Contro Primary control No
CB Controf Primary contro: Mo
CC Control Primary roniol No

ITY™ Urine Chemistry Strips in the Chemistry Strip Loader.

9.1. 7 3. Placerac on the JChem® VELOCITY™ Sample Loader. Sample should start running
automatrcaily Uk

9.1.8 Run Daily QGsﬂffovrﬁthe iQ® 200

Note: Shake iQ Focus and Positive well. Allow Controls to reach room temperature before
running on instrument.

9.1.8.1 Aliguot 3 mL of Cleanser, Diluent, Diluent, iQ Positive Contral, iQ Negative Control, and 6
mL of iQ Focus and place them on the iQ QC rack as indicated below:
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T

9.2

9.2.11
9212

9.2.1.3

Click on the I

Click on the. &

Pasition] Insert Calor | Vol I Contents Function Barcode| .. =

1 Nonge 3mL I!ris System Cleanser  |Cleans lines No |

2 iris Difuent Rinses Cleanser from lines No

3 Iris Diluent Rinses Cleanser from lines No

4 Empty

5 i Focus Focuses camera Yes

5] i) Positive Control Primary lot positive contral Yes

T i3 Negative Contral  [Primary lot negative contral Yes

A e

GTANDEY

' ~ib‘a’tto_n,?_fii’h"e.\syste;1"14 status will change to Off Line.

P rlght side of the main screen.

asen the thumbscrew holding the barcode reader shield and then tilt the shield to
. the hatizontal position to the right

C. Piill the blue knob to release the strip provider module and then tilt the strip provider
module to the right.

D. Loosen the two screws holding the strip provider module top cover to access the

inside of the strip provider moduie.

92186

9217

below:

Remove and discard all chemistry test strips present inside the Strip Provider Module.

Manually, rotate the black stabilizer bar to the left toward the extractor as indicated
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Staisitizer bar

| Extractor

9.21.8  Using a dry, lint-free tissue; coilect anel move all.d stf 1 the front and rear disks

trssu wipg and collect to remove all dust from the lower body in
' tlon away from thé extractor. Do not push any dust inside the exiractor.
: ree wipe every time dust is collected.

Extractor
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9.2.1.10 Using a dry, clean brush, collect and remove the dust in the ‘grooves | between the front
and the rear disks and the Iower body Collect and remove the dust where the W|per

9.2.1.11 Remove and extend the:str
dusk present inside and o
time dust is collected.

sing'dry-lint free:tis:
loade ~Repiace the dry-lint free wipe every

924113
9.2.1.14 €|

9.2.1.15

9.2.1.16 Let the system warm up for 10 minutes before resuming operation.
9.3  Monthly
9.3.1 Clean the iChem® and iQ® Wash Station Bath

9.3.1.1 Make sure the System is in Standby mode, as indicated on the top left of the instrument
screen.
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9.3.1.2 Click on the Instrument button on the top right side of the mam screen:

9.3.1.3 Click on the Go off line button. The system status will change to Oﬁ Lme

9.3.1.4 Turn the power off by pressing the green button located o teft mdehf the chemls:“ '
system. " o

9.3.1.5 Open the front door to access the wash' station

9.3.1.6 Using a cotton sway moistened with DI water emove salt deg@snts present on the wash
bath as indicated below. : , .

Note: Do not insert the cottan swab msmleih '

es may clog the tubing
connectors. <

X0 a th fthe Rinse/Bath on the iQ system using a moisten cotton swab with DI

9.31.8 Close the front door.

9.3.1.8 Turn the power on by pressing the green button on the left side of the chemistry system.

Theranos Confidential Page 12 of 20

Any retransmissions, reproductions, dissemination or other use of these materials by persons or entities other than the intended
recipient is prohibited. This document supersedes afl earier or previous documents unless approved in writing.

SAWYER-000600



DocuSign Envelope ID: 4F4AD85A-064D-4F4E-BOF8-B40ESEF194B3

Standard Operating Procedure Document Number: CL SOP-06021
Revision: B
CLIA Laboratory Effective Date: 12/5/2014

Maintenance of the iRICELL® 3000 WorkCell for Urinalysis

REN

9.3.1.10 Click on the Go On Line button. The system status will Ql'féfhg‘e to Qn\'Ei"ﬁe

9.3.2 Clean the Strip Conveyor System

9.3.2.1

9322
9.32.3

9.3.2.4 Turn off the power by pressing the gre

9325

0326 Sirip Conveyor.
9.3.27 veyor's te; from its location.
9.3.2.8 - SS/Stemlnto)}Marmsoapy water.

8329 d

2 félpsséi@e‘&[oﬁtéﬁd side door.

the ;Ea_\t;{yvar-én by pressing the green button located on the left side of the chemistry

9.3.2.14 e button. The system status will change to On Line,
9.3.2.15 Let the system warm up for 50 minutes before use.
9.3.3 Perform iQ Calibration

0.3.3.1 Run Cleanser, Diluent, Diluent, and Focus on the iQ Control Rack according to table
below:
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Insert

Position by Wolume Contenis Barcode
Colar
1 None Imb Iriz Svstem Mo
Cleanser

2 Ins Dityent Na

3 : iris Diluent NO

4 None Empty

<]

G mbL i Focus Yer

g llbratlon rack Iocatlon

9.3.3.4 Allow iQ instrument to go |nto Standby mbde S

9.3.3.5 Run Daily Controls o verlfy successfui ca!;brauo” .

934

9.3.4.1 Perform Ret
procedure

,uid be performed only if the detector is missing tubes. Contact Technical
Semces or an “authorized distributor before cleaning the window.

A Make sufe the instrument is in Standby mode.

B. Using a cotton swab moistened with DI water, wipe the sample tube detector. Dry using a
clean cotton swab.
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Note: Contact Technical Services:before ‘pl,e?‘%iﬁg'iﬁ

Make sure the System is o by ma
h éin screen.
The systemsta“tuswltlchange to Off Line.

“_\meﬁ_@]‘een Btﬁtbnjjocated on the left side of the chemistry

Open thafront d

HEY

g{g 0 hfé: pWerby pressing the green button located on the left side of the chemistry
system. ">

. Click® i:the { n line button. The system status will change to On Line.

9.3.5.3 Cleaning the Optical Sensors on the Sample Transport Module
A.  Make sure the System is on Standby mode.

B. Using a cotton swab moistened with DI water, wipe the optical sensors located on the front
right and back left corners of the sampler.

C. Dry using a clean swab.
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9.3.54 Clean the iQ Sample Filter

uspected. When the

Note: Cleaning the sample filte: &
ontrol £ount is greater than 5 from

Negative control countis 10 or g
the previous Negative control.

A Put system to Standby by glicking o 1t buitton then Go off line.

tordocated on the right side of the iQ system.

B. Tum the power off by pressing:this.

C. Open the front door-and-loc ample filter: it is a light brown cylinder located above

the sample ‘probe, -

E. When the sample filter housing has been removed, place it over a clean horizontal surface.
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F. Unscrew the filter housing. The filter is located inside betweeri’che top and t bottom
housing. See picture below. ER :

Re-insert the filter housing makmg sure
bottom portion of the fllter housmg as se

C. Load fﬁ;?fbontrol rack on the sampler and press the Start button.

D. Repeat 3 to 5 times.

E. Run normal control rack to verify Flowcell has been cleaned.
9.36 Backing up the System

9.3.6.1 The system must be offline to perform a backup. If the system is onling, click the Go off line
button.

9.36.2 Click the Backup button.
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9.3.6.3 System will direct you to insert a storage device. Insert the backup storage deviée

Note: If a blank CD-R disc is used, the system pop open the Easy CD Greéior The select a
project window will appear. Select Data CD, then Direct CD. Choose'Forrnat and Start
Format. . L

9.3.6.4 Click OK to start the backup.

9.3.7 Long-term Shutdown

' rméhon may occur that
utdown procedure.

Note: If the system is not used for more
can cause damage. ThIS can be avo:ded using the fong- ter_

9.3.7.1 Clean the Wash Statlo ;

9.3.72 Perform Daily Maintenanc

alt unt_ll_t.he Instr mentscreen is displayed. Make sure the status on the top left corner

o o 938 _
en- 1s~.'0FF“"

9.3.8.

Préss fhie:green ONIOFF button on the front of the system. The status should change to

.__Stan

9384 Logon o the system. After startup, the wash solution bottle located inside the system
will réfill automatically.

9.3.8.5 Prime the System Lines.

A.  Place three (3) tubes in the first three positions of the Control rack. Fill each tube with
Iris Diluent.

B. Run the Control rack twice (2) to prime the internal lines.

9.3.86 Run CalChek.
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9.3.8.7 Run Control Rack.

10 TROUBLESHOOTING

Rg ample\s

alarms are warning alarms while red alarms will halt the system from e
rnlngffqliurexoccurre e

10.2 Alarms will display the waming/failure along with the tlme tha th

Operator's Manual as needed. '
10.3.2 if the problem persists, contact the Fleld Semce Eng

11 PROCEDURAL NOTES
Not applicable

12 LIMITATIONS
Not applicable

13 SAFETY

13.1 Make sure that the st working area is clean and kept clear.
13.2  Promptly cleari any fi

'hypzqéhlo}ﬁe (1 part bleach and 19 parts water) solution, if

13.Q Decontammate W|th 5
' \needed

14

RN )
141 Maintenante, Calibration and QC records will be kept electronically on board the instrument or
archived on external storage for a minimum period of three years.

15 ATTACHMENTS
15.1 CL FRM-0621-F1 iQ® Series Maintenance Log.

15.2 CL FRM-0621-F2 iChem® VELOCITY™ Maintenance Log.
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16 REFERENCES

16.1 IRICELL iChem® VELOCITY™ Qperator's Manual
16.2 iQ® 200 Series Operator's Manual _
16.3 iChem® VELOCITY™ Maintenance Quick Reference Guida’:

16.4 iQ® Maintenance Quick Reference Guide

17 REVISION HISTORY

~ Effective Date Initiator ECO Number
A 10/1172071, AL Rl ECO-G0021
B M. Rockymore CL DCO-00067
Section Number — “"I")éscri‘pﬁiﬁ‘on and Justification of Changes
A nitial release "
A AQNUaI Review .~
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1. PRINCIPLE

The iIRICELL® 3000 WorkCell is an automated urine chemistry systeﬁi”pér‘for\rrji
physical and chemical constituents consists of two modules: the 1Chem®"
Elite.

u?‘ements of urine

The iChem® VELOCITY™ utilizes test strips read by WavelengthﬂR' ectance “and 5pe0|f|c grawty usmg
the Refractive Index. It produces quantitative results for spec:1ﬂ ity, sem|~quantltatlve results for
glucose, blood, leukocyte esterase, bilirubin, urobilinogen,, pH 'ianes and-ascorbic acid; and
qualitative results for nitrites, color and clarity. .

The iQ® 200 Series system auto-identifies and
sampling, and analyzing automatically. The Qe 2
a specimen sandwiched between enveloping Ia.
coupling device) video camera. Individual pafticl
Particle Recognition (APRTM) software, a hlghl”"t‘
ategorles RBCs, WBCs, WBC Clumps Hyaline
lon-squamous Epithelial Cells, Bacteria, Yeast,
d ‘sub-classifications are available for 1dent|fymg
§~ep|thélial dysmorphic and others. Particle concentration is
mages and the volume analyzed.

Crystals, Mucus and Sperm, Adéitie
specific types of casts, crysta[s nan-Sq

2. SCOPE

is the- ﬁ‘,, ponslblllﬁ of uperyisors ‘ehsure that all the personnel using the IRICELL® system are aware
of-all safg yprecd ons. It is he responsmnllty of all personnel to follow Universal/ Standard Precautions,
this SOP! and any ed SOPS referenced below.

3. DEFINITIONé-d_'ND ABBREVIATIONS

iChem® VELOCITY™ Abbreviations:

BIL-Bilirubin NIT-Nitrite

UROC-Urabilinogen LEU-Leukocytes

KET-Ketones SG-Specific Gravity

ASC-Ascorbic Acid CLA-Clarity

GLU-Glucose PRO-Protien

iQ® Abbreviations:

RBC-Reb Blood Cells NSE-Non-squamous Epithelial Cells
WBC-White Blood Cells BACT-Bacteria

WBCC-White Blood Cell Clumps  UNCX-Unclassified Crystals
SQEP-Squamous Epithelial Cells  HYAL-Hyaline Casts
UNCC-Unclassified Casts BYST-Yeast
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SPRM-Sperm MUCS-Mucous

4, MATERIALS AND EQUIPMENT
5.1 iRICELL® 3000 WorkCell: iChem® VELOCITY™ and iQ® 20
5.2 Computer with monitor, keyboard, and mouse

o Bl

5. REAGENTS
. [ _=:-'dpened
REF iChem® VELQCITY™ Mgte,r;g!s >l Stability
iChem® VELOCITY¥™ Urine Che °C ' 5 days on
800-7212 Strlp\s_\.*. i Module
475-7022 iChem® Wash. 0'to 28 °C 3 months
800-7211 iRISpec CA/GBICC Controls 2t08°C 15 days
800-7703 iChem CalChek Kit 2t08°C 90 days
B 200 Materiais
800-3103 | ... libistor - 2108 °C 24 hours
800-3104 | iQ Focus/Positive/Negative Contral Kit | 2 to 8 °C 30 days
A 1"l . . lrisDiluent 201028°C | date on bottle
Iris"Systém Cleanser 20t028°C | date on bottle
+ 1Q Lamina 20t0 28 °C | date on bottle

6. LABORATORY:PRECONDITIONS
The system hasfg ____’sﬁ‘e'cial environmental requirements. It uses alternating current at 100V to 240V and
50 Hz to 60 Hz. (Input voltage and frequency selection does not require customer intervention.)
Uninterruptible power supplies are recommended for the iRICELL® to maintain system operation during
short power outages and brownouts. This allows for an orderly shutdown of instruments without the ioss of
data.
Select a room to set up the unit where the temperature can be controlled between 68 °F (18°C)and8°F
(28 °C), and relative humidity noncondensing in a range of 20% - 80%.

7. QUALITY CONTROLS AND QUALITY ASSURANCE
8.1 The system stores patient resuits and control records for 10,000 results or up to 18 months (whichever
is greater), after which the system will overwrite the oldest results.
8.1.1 Control data can be either automatically entered into the system (i.e.,. IQ® controls) using
barcode labels or manually entered (ie. iChem® VELOCITY ™ controls).
8.1.1.1 To manually enter a new lot of controls, click on the Instrument button.
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81.1.2 Clle on the Go off line button.

8 1. 1 4 Click on the Chemistry QC button.
§.1.1.6 Enter the new control Iot in the lotID fleld

appiicable for CC.
8.1.1.8 Repeat for the above step for CB and CC
8.1.1.9 After completion, click OK.,
8.2 Detailed control records can be traced;’search under"
8.3 For running daily controls, refer to CL SOP-06%
8.4 QC review ..
8.4.1 Click Instrument. '\;;ff‘
8.4.2 Click Quality Review. R :
Note: Data can be sorted by chcking on* the header. A repeated click will toggle between
ascending and descending order. The default\t ¢Data/Time — ascending order.

8.4.3 Alternatively, QC St tistic J-pmwdes a 'Lewejy-Jenmngs Chart to aid users to track QC trends
and shifts. ‘

RICELL® WorkCell,

PROCEDURE

Note: Use only fresh’ ﬁne specimens as defined in the protocol GP16-A3, Urinalysis; Approved Guideline
- Third Edition, Clini¢al and Laboratory Standards institute (CLSI), Wayne, PA, 2009,

Collect urine in a sterile container using Clean Catch specimen technique (CLSI protocol, section 5.4.6).
If a specimen cannot be processed within an hour after collection, cap the container tightly, store at 2-8 °C
and also fransport refrigerated and/or on cold packs. Store at 2-8 °C upon receipt. Bring the specimen to
room temperature before testing.

Note: Do not add disinfectants or detergent to specimen. Do not centrifuge urine specimens and keep
specimens out of direct sunlight.

Note: Dilute samples if grossly bloody, very dense, contains heavy mucous/amorphous and/or short
sample.

8.3.1 The iRICELL® requires at least 4mL of sample to run on the iChem® VELOCITY™ and iQ®
systems. If only running on either the iChem® VELOCITY™ or the iQ®, 3 mL is sufficient.
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Operation of the iRICELL® 3000 WorkCell for Urinalysis

8.3.2 Apply barcode labels to sample tubes, placing the start of the barccidé" (net the barcode label)
approximately %z inch below the top of the 16x100mm tube Make sure barcode labels are
properly oriented in the rack.

Note: Barcodes accepted are Code 128, Code 39, Codabar and lnterleave 2 c.;f 5 (I 2 of 5).

8.3.3 Alternatively, Manual Orders can aiso be performed. 1f barcodes are. not avallable or if the
sample requires dilutions. L
Note: Chemistries only run on straight undiluted samples Aﬁgrr samp]e dilu
on the iQ systems.

Click on Instrument on the top right side o

Click on the Manual Orders button located

Select the rack number to be used (1

Enter Specimen information i

- Specimen Identifier -

*  Fluid Type-select URN

+  Dilution-select appropriat

«  Work Order-Select Run. . “

E. Place the sample, tube into the corresptmdmg position of the selected sample rack.

F. Repeat steps D for all inbarcoded samples or dilujed samples.

G. For unbarcoded samples plac:e rack on the iChemVelocity® Loading Sampler and
samples w»ufbe pmaesaed El:ltOmEhCE”y For diluted samples, place rack on the iQ® 200

tidn:,“place rack'only

ide"of the Instrument screen.

oo w>

GJCFTY ™ Sample Loader and samples will automatically be processed.
ies, the system will transfer the rack to the iQ® system to perform the

Particle Re qg ition Program. Particles are separated into the following category:

Catagory Abbreviation | Pigture {exampie only)
Red blood cells RBC o

White btood celis WBLZ NG

White blood call

A,
cumps WECC

Sgilamous epithefial

ells SGEP
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Non-sguanious
epithelial calls NSE

Bacteria BACT

Crystals UNEX

Hyaline Casts HYAL
Unclassified Casts UNCC
BYST

Yeasl
HYST
Sperm SPRM
Mucous MUCS

9. REPORTING OF RESULTS

E

After completion of both the

N . LTINS . .
uble-clicking on the specimen ID. :
results are flagged as yellow, review the results.

N .

Note: Green flag 1 eqrig{i‘esu!ts are below minimum verification value, and are accepted as normals.
Flaggad yéllow:results:are are within the particle verification range, and need to be reviewed by the
CLS. F\Igf‘gged- esults are results that are above the maximum verification vaiue, and are accepted
as abnormals, “

Select Edit.

« “‘Review each of the categories. For every category except for UNCC and UNCX, if
50% of the images are correct, it is not necessary to re-classify.

Note: Scan the background of each classification for bacteria.

« To classify, select the appropriate general category on the right side of the Specimen
screen, then if available, the sub-category choices will be available below the general
categories. Click on the appropriate image to re-classify. When finished, unselect to
default category by clicking on the original category located on the top left and select
the Next button. Repeat for all category except for NSE, UNCC and UNCX.

Note: Once an image has been re-classified, the image will be invisible.

s For NSE, classify only renal and transitional cells.

o For UNCX, only re-classify crystals, cast, renal and transitional cells.

« For UNCC, only re-classify casts, renal and transitional cells.
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Note: If a single mistake occurs, simply click on the invisi ag'e,f! The image will
appear again returning that image to the originai classification .
Note: If multiple mistakes occurred, select the Redao buitton to reset and start over.

* After completion of re-classifying, if bacteria was ptesent in. the
the level of bacteria concentration according '
background. To adjust bacteria concentration.
butten. ;

*  After completion of review, select Accept o fi

» Patient results will automatically be prj{nté_ii:l»feyg_tva\n

» Calculations are automatically done by this‘machine.

10. MAINTENANCE o
See procedure on CL SOP-06021 Mairitenance of {H

11. TROUBLESHOOTING

if an error occurs, the alarm will p”e:dispfiayedxon fhe_ ig de of the Instrument screen. Yellow alarms are
warning alarms while red alarms v '

warning/failure along with_the time that t
the problem is remedied, -

‘st;:;ac"ribns on troubleshooting, referring to the Operator's Manual as
Field Service Engineer.

Manual microscopﬁs required to confirm the following results:
12.1 Oval Fat Bodies-Confirm using a polarized light microscopy.
12.2 Fat-Confirm using a polarized light microscopy.
12.3 Trichomaonas-Confirm the presence of the flagella by motility.
12.4 Any Cellular Cast- to ID the cell type if unable to determine from images.

13. SAFETY

13.1 Make sure that the instrument working area is clean and kept clear.

13.2 Wear PPE. Do not pipette by mouth.

13.3 Do not eat, drink, smoke, apply cosmetics, or handle contact lenses.

13.4 Promptly clean any fluid spills.

13.5 Decontaminate with 5% sodium hypochlorite (1 part bleach to 19 parts water) solution, if needed.
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13.6 Consult MSDS in case of chem;cal spill.

13.9 Refer to user's manual for additional safety information.

14. RECORDS

19. 2 iQ® 200 Series Operators Manu
19.3 iChem® VELCCITY™ Malrg '

17. REVISTION HISTORY .-

Revision Level Effective Date Initiator ECO Number
A 10/24/2011 A. Gelb ECO-00022
B 12/5/2014 M. Rockymore CL DCO-00067
Section Number Description and Justification of Changes
All Initial release
All Annual Review
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1 PURPOSE/ PRINCIPLE

1.1 The BCS® XP System with optional bi-directional interface provides automated coagulation testing on
demand for a variety of coagulation tests including clotting, chromogenic, immunochemicakgnd
agglutination methodologies. Multiple assays can be simultaneously performed with a large af
reagent capability.

2 SCOPE

3 DEFINITIONS AND ABBREVIATIONS
3.1 CLRW: Clinical Laboratory Reagent Water

4 RESPONSIBILITIES

4.1 Itis the responsibility of the supervisors to ensure aware of all

safety precautions. ;

42 |tis the responsibility of all personnel to follow Univ: SOP and any other

SOPs reference below.

5 MATERIALS AND EQUIPMENT

5.1 Instrument components:

Transfer arms

/\

Dispensing unit

Rack unit

Measuring unit
Figure 5.1. Instrument components (Figure 8-1 from the BCS® XP System Manual)
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51.1 Rack Lanes {1-14)

5.1.1.1 Rack Lanes 1-4 are only for the Reagent Cooler racks (cooled to 13-15°C). Reagent

cooler racks can hold 20 ml bottles and 5 ml bottles using the 5ml adapter.

51.1.2 White racks are used for non-refrigerated reagents, calibrators, con;n_ Is, and

plasmas. Uses Rack Lanes 5-14.

5113

5114

5.1.2 Barcode Reader/Transport Mechanism
5.1.2.1 Provides loading and ejection transport for racks :
attached to racks as well as reagents, spemmens

mechanism is hidden to the [eft 0

51.3 Processing Area

5.1.31

5.1.4 Reagent Cooler

5.1.4.1 This area is cool
reagents whﬂe

Y Lo
:

byrthe BCS® XP. This
éssing starts when

s are on board for prolonged stability of
pipetting for sampling. All racks must be

5.1.57 nsf : ! nsing and reagent/specimen pipetting. Both probes are

51.5.2 St tra .~ fispenses reagents (and can heat reagents to 37°C). Will access

51.5.3 The right trars

r arm pipettes and dispenses controls, standards, deficient plasmas,

calibrators, and specimens. Will access Rack Lanes 3-14.

51.6 Washing Solution Stations

Three positions are used for vials of washing solution, which cleans the probe.

5.1.6.1 The left two positions are used by the Reagent arm.

5.1.6.2 The center position is used by the Specimen Transfer Arm.

5.1.6.3 Washing solution cannot be changed during a run.
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5.1.7 Syringes

Two syringes are used on the instrument. The syringes are located inside the plastic cover on the
left side of the instrument which provides protection but allows visibility to check prq;}gy function
while pipetting.

5.1.7.1 The specimen (right) syringe pipettes a total volume of 250 ul.

5.1.7.2 The Reagent syringe (left) pipettes a total volume of 1000 ul.

5.1.7.3 Amounts less than total volume are routinely pipetted from each prof

51.8 Roter Unit

arm moves the rotors into the correct position for pre-war
and disposal by grasping the upper ridge of the rotor betw
rotor handler arm between the various stations. Rotorsa
store and transferred to the left rotor stor for:pre-w;

This unit provides loading, storage, and pre-warming ar\e%“ :

51.8 Emergency Stop Button

Stops all motion by the inst um( :

Rt

i

5.1.10.2 UnblinkingLEDR-Rack is fully loaded into processing area.

5.1.10.3 Fast blinking LED- Rack is to be loaded, or is in the process of being loaded into the
processing area.

5.1.10.4 Slow blinking LED- rack was ejected.
5.1.11 Waste Bin
5.1.11.1 Storage of used rotors until emptied. Amount of rotors present is continuously monitored

by the instrument. The total number that the waste bin can hold is 10 rotors plus 4 held
over the bin.
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5.1.12 External (bulk) Reagent Containers

Three external canisters are connected to the instrument by float intake nozzles. The canisters are
continually monitored for fiquid levels by the instrument. If changing liguids during Q )
operator must tell the instrument the canisters are being changed to avoid having th&gp
to aspirate or dispense during the time the nozzle is removed from the container.

5.1.12.1 Distilled water (green label).

5.1.12.2 Disinfectant (white label) Holds 70% isopropyl alcohol.

5.1.12.3 Waste (red label} labeled Biohazard.
5.1.13 System PC

51.13.1 The computer is powered by Microsoft Windows 5(\?\3
functions.

52 Materials
5.2.1 BCS® Specimen/Reagent racks
522
523
524
53 Reagents.
5.31

5.3.2

53.3

534

5.3.5 BCS Validation kit (S ﬁens Dade Behring) Store at 2-8°C. Once opened stable for 30 days.
5.36 Reagents for specific coagulation assays (e.g., CL SOP-10003, CL SOP-10004, or CL SOP-10005).
6 CALIBRATION
6.1 The BCS® XP will automatically request a new reference curve if;
6.1.1  Atleast one raw value is available and no valid reference curve is available for the reagent lot on

board. When missing reagents, calibrators or deficient plasmas and assigned values are on board,
calibration will commence.
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6.2 Reguesting curves manually.

6.2.1 Make sure all applicable iot information is on bard the BCS® XP for all calibrators, and reagenis
using.

6.2.1.1 desired.

Select DEFINITIONS—LOT INFQ. To import a lot, ciick on standardxpr contro

6.2.1.2 To enter a new lot of reagent or deficient plasma efc.,
product code and lot number (4 digit product code +

6.2.1.3 IF NEW LOTS OF CALIBRATOR ARE ENTERE

6.2.1.3.1
82132

6.2.1.33

calibrator info. Click calibratot: L f

the desired concentratiol

ssay to calibrate. From the pull down menus,
slibrators on board will have the BCS icon. Click

6.2.1.7 Check calibr _aon surve with appropriate controls.

621.8 Once callbratlon is complete and valid, print curve and place in appropriate binder.
8.3 Reference curves can be entered manually.

6.3.1 Click CALIBRATION—NEW. Highlight desired assay. Instead of measure curve, click ENTER
CURVE. Click NEW as many times as there are points fo enter. Enter data into appropriate
columns and SAVE.

6.32 Once a valid calibration curve is generated, check with controls.

6.3.3  Print copy of the curve and place in the appropriate binder.
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7 QUALITY CONTROL AND QUALITY ASSURANCE

7.1 Controls appropriate to the specific assay will be run each shift, before patient samples are run. Refer
to the end use procedures (e.g., CL SOP-10003, CL SOP-10004 and CL SOP-10005). <.

8 PROCEDURE/!USE .
us <\

8.1 System icons

screens.
8.1.1  Loading

8111

8.1.1.2 See Loading and Programming Pati

8.1.2 Joblist

8.1.2.1  This menu allows you to assign testiﬁ

: Jesting
with specimens, their ID numbe”ap ears

= A the instrument is loaded
Htests may be assigned by

8.1.2.2 Patient results are viey
they may be venf;e

8.1.3 Reagent Overview
This menu displays the current inventory of reagents, controls and washing solution, including
amounts available, amounts required for programmed testing, and length of time left for on board
stability.

8.1.4 Analyzer

This menu displays the current status of the analyzer, including racks loaded, temperatures, rotor
status, and canister status.
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8.1.5

81.4.2 When arack is selected using the mouse, a listing appears on the right sid

8.1.4.3 When specimens are loaded they are signified by black dots. Whe

8.1.4.4 To eject a rack, select the rack by clicking on it then ctﬁ

8171 Green-normal

81.4.1 When reagents are loaded into the instrument, a circle appears at the reagent site, giving a

quick inventory depending on how full the circle is. If the circle appears red, the reagent
has outdated the open vial stability and it must be removed from the instrument.

detailing the type of reagent and lot number or specimen ids in the case of sa :
Therefore samples and reagents can be located on the instrumentw Qut e

dot will turn blue. The dot will turn green once testing is complete.
&
below the rack to signify that the analyzer will gjge-t

i

the
Calibration Menu :
Allows the viewing of calibration curves, and allows the
Control Journal

This menu allows the programming of con
copies of control results.

BCS® XP Help

This icon is color-coded, and iny
displays three different color

Ssplaying yellow or red, will give more information about the

) REB MUST BE INVESTIGATED IMMEDIATELY.
&

YELLOW

8.1.7.6 In addition a short color-coded phrase is displayed immediately below the icon. The

phrase should read “Instrument is Ready” when in standby mode.

Error (Apple) Menu

Located in the lower right side of the screen. The instrument notifies the user immediately when an
error message is incurred when the error icon starts flashing green to red. This must be
investigated immediately to stave off potential problems which may force the instrument to stop
running.

8.1.81 Click on the flashing (apple) icon to bring up the efror screen and follow up on errors listed.
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8.1.9 File Menu

Used to shutdown the BCS® XP.

8.1.9.1  To do so, choose FILE—QUIT and confirm dialog.

8.1.9.3 XP software will shuidown.

8.1.10 Help Menu
This menu contains the BCS XP instruction manual ang

8.2  Sample Processing Overview

presence
cessing

8.2.1 Processing starts when specimens or controls are loade
of an assigned test. The transport unit loads the reagef;
area of the instrument, while simultaneously gc s :
specimens are automatically written into t
user must manually enter specimen identific

822 Ifthe BCS XP® is interfaced into a Hoste
online request coming from the host. Ifihe
must manually request tests using fh \J\
read by the instrument and the Jat-g
unreadable, the rack is ejected

Once the unreadable bargo

s track %pp‘éars to monitor for manual ID entry.
iedtthe rack may be reioaded.

823 Ifa test is ordered whi

_é, He curve must be resident on the computer
for thedesi ’

‘made automatically. Once all correct calibrators
ically performed and the results are computed.

el h§ eagents on board a red X appears on the JOB LIST for
otor handler moves a rotor to the pipetting station of the rotor
Qéﬁed by the right transfer arm into cuvettes of one or more
A1 Farenradds reagents. The rotor spins rapidly to combine sample and
reagents. Afterinjtial incubation/activation, the final reagents are added (if necessary) and the
rotor is transferred from the: pipetting to the measurement position. (During incubation/activation
time for one rotor, a Second or third rotor may also be placed into action). The final mixing starts
the reaction in the cuvelte and measurements are taken while the rotor is spinning. Measurements
are taken every one-half second until maximum time has been reached. When measurements are
complete, results of specimens are shown in the JOB LIST and results of controis are shown in the
CONTROL JOURNAL. Results remain until deleted. When results are double-clicked on by the
mouse, raw data and kinetic curves become available for viewing or printing. Used rotors are
disposed of into waste container as they are filled.

824

8.3 Loading Rotors

8.3.1  Rotors may be added at any time. Each rotor should be turned upside down and the three guides
on the inner ring should be examined for chipping and breaking before loading.
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8.3.2 Rotors are loaded in the right side bin. Do not load more than 10 rotors into the bin.

8.3.3  Align rotors with the indentation on the inner hub matched to the rotor handler and let them drop
into position. As they drop, the instrument will scan and count them.

8.3.4 Rotor handler will pick up rotors from the right rotor store and move them to tne Ieft rot
pre-warming.

8.4 Loading Reagents

8.4.1 Reagents are added as needed on the instrument. However, only one boltlg
type may be loaded at one time, as the instrument does not regognize alit
on reagent bottles. When a new bottle of reagent is loa thé‘ﬁl\d- bof
pooled with the new one (dependent on expiration tlmé
specmc |nformat|on) When a new bottEe of reagent is I¢

control whenever reagents are changed, flagging the resyl
adding a comment (reagents changed). £

842 Reagents may be loaded on any of the r tice pe of reagent.
Typically, reagents that are cold dependen { st laad: heCpoler racks. Al other
8.4.3 Remove cork from bottle, note date an

and time of expiration according to/f&

8.4.4 Load reagent onto correct ra
loading, verify that no frotheo

)
huntil you feel it stop. (Rack LED starts

8.4.5

osition and the instrument will inventory
8.4.6 en R b= (olcl amount accessible and type of reagent is displayed.
847 StbE before running controls, curves or patient testing.

8.5 loading and Programmrlr'“‘n

8.5.1 Place conirol bottlesm\\p the reagent rack with the barcode label on the botile visible through the
rack window. Verify that no froth or bubbles are evident.

852 Insert the rack in any open lane from 5-14. Push until you feel the rack stop.

8.5.3 Click on CONTROL JOURNAL icon. This shows all the controls that can be run on the XP with
their corresponding lot numbers. The tests that can be performed are across the top.

854 When controls are loaded onto the instrument, a green BCS icon will be displayed next to the name.
This helps to distinguish between lots of contral.
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8.5.5 Click the box that intersects between the control identification and the test column, then click NEW.
Ared X appears. The red X denotes that the control has been reguested.
8.5.6 Some squares have “Do Not Enter” signs. For that particular test or dilution the corﬁr I may not be
run.
8.5.7 To order controls, highlight desired test(s) by clicking in box and click NEV\L
8.6.8 After the control has been run, color-coding helps interpret the result
Color Symbol interpretation
black green check mark controls within limits
red <or> control is out of limits
blue X test requires ¢

4]
** Testing performed before calibration is complete will give raw.data
result will be available. Y

8.6 Loading and Programming Patient Samples

8.8.1

8.6.2

863

8.6.4

Auto Host: Load barcodedis q
through the window. Use”l

u 0 any sample rack with the barcode V|5|ble

seded for,

2 ged samples as above. When fully ioaded open the
&sts and double click in box. Alternatively, click and

EW .
s’

number corr‘a%iiondi"\ fe s
loaded, then SAM\P 0 Cf STAT sample click STAT box. Click on assays desired, then

click insert or h|tE\’ R Eoﬁt;nue until ail filled spaces are identified. Insert rack into any open
lane.

Repeat Testing: If results are questionable, reflex testing should be ordered by the Autoassistant.
If not, to repeat under same test mode, highlight result and click REPEAT. A red X will appear in
the box, but the original result is still in the Job List.

9 RESULT INTERPRETATION.

9.1 Results

are displayed on the XP as color and symbol coded. By interpreting colors and symbols displayed

the operator can decide what action to take.
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Color Symbal Interpretation Action
purple valid result/released fo LIS None
Dark valid result/not released to LIS | Release results or manually entefg
green into LIS b e
orange results questionable/not repeat testing {use 570 method it al
released to LIS if icteric, lipemic, or hemolyzed)
interpret curve for fellowup®
orange +or - results valid, above or below NONE -resultgz
reference range implementet]
red stop INVALID
sign
red <or> INVALID - beyond linearity
range of test
black no reaction f
etting.eqror, view curve to
'“§ appropriate for
blue ration. Stored patient data
d using new curve for patient
blue control testing. If in control, release
{dst results (to LIS, if implemented)

9.2 Manual interpretation

9.2.1

Each test and reagentwill demonstrate a different normal curve pattern and amplitude due to
density of reagent and%pe of curve data coliected. Therefore, all curves should be judged in light
of the NORMAL curve for that test using that reagent. In addition, the instrument optimally adjusts
the scale of the curve. This means that the scale of the curve must also be judged as an integral
factoring decisions acceptable vs. not acceptabie curves. For each test, multiple factors are
examined by the instrument in it's interpretation of the test curve. For this reason, it is helpful to
know why the instrument questions the curve when manually interpreting it.

Double click on the questionable result. The specific error flags will show up in the remarks box.
Double click on the single measurement in question to display the curve. Examine the curve for:

9.2.1.1 Amplitude (initial absorbance)
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9.2.1.2 Shape

9.2.1.3 Height of curve

9.2.1.4 Scale (milliamps on the y axis) or change in absorbance
9.2.1.5 Pattern: Curve falls from left, curve rises from the left

822 Ifthe curve, despite error codes appears valid, results may be released. If the
but appears to be misread by the instrument the operator may manually read t
calculate the correct resuit. .

9.22.1  With the curve displayed on the screen, place thecm
delta absorbance line and the correct point on: ou
clotting.

9.22.2 Note the time in seconds displayed on the Y line~Clic
curve for desired test. Click on S_,H\OW cu RVE

9.2.3 If the curve appears invalid, it must be repeat
clots, etc.

10 REPORTING

10.1 Manually print report and follow SOP CL.S¢
rs

10.2 Data transmission to LIS (if impler

|cally released and sent to the host computer.
“alito-release will still occur.

1022 R b JH ‘h tlng result and clicking RELEASE if the result has not

11 MAINTENANCE
11.1  Shift Maintenance (doneie_"
11.1.1
11.1.2 Finger check valves for leaks in syringe area.

11.1.3 Empty rotor waste bin as needed.

11.2 NOTE: Contents are potentially infectious. Wear gloves and dispose of rotors in biohazard bags. Used
rotors should be held in an upright position to prevent leakage.

11.2.1 Daily Maintenance (done on night shift in addition to shift maintenance)
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11.2.2 Rinse tubing system once. Select SYSTEM-——SYRINGE option. Confirm warning message. Enter
1 in input field “No. of rinse cycles”. Click on RINSE. '

11.2.3 Clean the exterior of the probes with alcohol. Select SYSTEM—PARK POSITION@pti
an alcohol pad carefully wipe down each of the probes in a single downward motion.s
are very sharp and may cause injury.

11.2.4 Check the functionality of the probes. Select SYRINGE—PROBE option. €
message with CONTINUE. Click both check boxes (left and right). Select V¢
CHECK PROBE in the combo box. Click START button. The probes will digpg
relevant washing unit. The water jet must go straight down without splittin
drip afterwards. If the probe fails, rinse the probe as follows:

11.2.4.1 Select WASHING INTENSITY—INTENSIVE in:
as necessary to clear probe. A

11.3.1 Perform shift change to disinfect the analy
While analyzer is in the ready mode withoy
Click on OPTIONS. Click on “Delete samp
DELETE.

3
he History log.
EM=SSHIFT CHANGE.
»and then click

3:Beroll to
\\&“

11.4.1.1 Select SYSTEM—TUBE DISINFECTION. Confirm warning with CONTINUE.

11.4.1.2 Follow the provided instructions on the screen to fill the distilled water tubing with 70%
Isopropyl Alcohol. Use an extra container of distilled water to place probes when outside
canisters.

11.4.1.3 Before placing the distilled water nozzle back into the water container, disinfect the distilled
water canister with 70% isopropyl Aicohol and rinse thoroughly with copious amounts of
distilled water.
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11.4.1.4 Remove intake nozzle from extra container and return to cleaned distilled water container.
Click QUIT to complete the disinfection process.

11.4.2 Quit the BCS software to perform the remainder of the weekly maintenance.

11.4.2.1 Select FILE—QUIT. Confirm message with YES> The shift changedialog WI|
appear on screen. Deselect DISINFECT INSTRUMENT and CON‘I‘T\Q& )
\ , -

11.4.2.2

11.4.2.3 Power down analyzer.
11.4.2.4 Close LIS batch, if an LIS is in use.

11.4.3 Clean the surface of the instrument with 70% Isopropyl Alcghbig
tubing. Do not use alcohol on the plastic shield which W|[!~ ‘

11.4.4 Clean and disinfect the rack lanes with 709 'SQpropwHA

11.4.5 Clean and disinfect the sample racks with 70 )“sopro
11.4.6 Power up analyzer and computer.
11.4.6.1 Default password is BGEX

11.4.6.2 Restart LIS bate

11.5.4 Clean the gripper ch eks. Reach through an open lid and move the rotor handler over the waste
bin. Open the waste bin and remove the container. Clean the gripper cheeks with a lint free cloth
and water by reaching upwards through the rotor waste. Return waste container to bin and close
lid.

11.5.5 Power up analyzer and computer.

11.5.56.1 Default password is BCSXP_Admin to enter BCS® XP software.

11.5.5.2 Restart LIS if an LIS is in use.

Theranos Confidential Page 16 of 18

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 uniess approved in writing.

SAWYER-000633



DocuSign Envelope ID: 4F4AD85A-064D-4F4E-BOF8-B40ESEF194B3

Standard Operating Procedure Document Number: CL SOP-06023
Revision: B
CLIA Laboratory Effective Date: 12/5/2014

Operation and Maintenance of the Siemens BCS® XP Coagulation System

11,56 Confirm that the analyzer meets pipetting and optical precision specifications. DO NOT PERFORM
ANY OTHER TESTING WHILE PERFORMING CONFIRMATORY TESTING.

11.5.6.1 Open validation kit.

Place 10 ml CLRW into bottle labeled water.
Place 4 ml CLRW into tube labeled 101.
11.5.6.2 Verify the analyzer has a minimum of 5 unused cuvette rotors on bcragm
11.5.6.3 Place reagent bottle and water bottle in lane 3 or 4.
2
11.5.6.4 Place sample tubes 101-108 in sample rack inklany

11.5.6.56 Perform the following tests. Results should be <
perform intensive cleaning and repeat. :

11.5.6.6

11.5.6.7 Perform reproducibili
BCS cups. Load it

one on each tup

11.6.1.2 Pull plunger Eu}/‘of glass barrel.

11.6.1.3 Press a drop of silicon oil into a plastic bag and oil the Teflon head of the plunger in a
circular movement on all sides.

11.6.1.4 Wipe the surface of the plunger head with a lint free cloth in order to remove excess silicon
oil.

11.6.1.5 Place plunger back in glass barrel and move up and down several times until moves freely.

11.6.2 Clean Mouse
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11.7 Two-Year Maintenance

11.7.1 Replace syringes with lubricated new ones,

12 TROUBLESHOOTING
12.1 Refer to the online user's manual troubleshooting section 12.

13 PROCEDURAL NOTES
See specific assay end use procedures.

14 LIMITATIONS
See specific assay end use procedures.

15 SAFETY

15.1  Make sure that the instrument working area is clean and kept clea
g e

16.2 Promptly clean any fluid spills.

15.3 Decontaminate {not instrument) with 5% sodium hyp
needed.

15.4

15.5

17 ATTACHMEQ

171 CL FRM-06092°R1: ihtensince Log.
18 REFERENCES
18.1 BCS® XP System Instructi anyal, version 1.2; Siemens (Dade Behring), 2008.

18.2 Qperating the BCS® XP Coaglilation Analyzer, Technical Procedure 15811, University of California, Davis,
2008, with permission.
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