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1. Purpose

1.1. The purpose of this procedure is to guide Testing Personnel on how to communicate assay critical
value(s) to the appropriate medical care provider, patient/guardian and emergency contact.

2. Scope

2.1. The scope of this procedure is intended to consistently and accurately commumcate :
to the appropriate medical care provider, patient/guardian and emergency contact’
documentation. " )

3. Responsibilities

| care provider,
tained.

3.1. Testing Personnel are responsible for following this procedure a
parent/guardian and emergency contact of every patient for w

4. Definitions

4.1. Adult: Person 18 years old or older

4.2. Child: Person aged 1 month to 18 years

4.3. Patient: Individual who received testlng byT
connection with Direct Testing {

4.4. Guardian: Legalguardlan of a patlent who-

Iso be called for critical results in

its for patient if patient is unreachable.

4.5,

4.6. .by-patient and who may receive results for patient if
47. pid clinical attention to avert significant patient morbidity
4.8. Medncal-::f_;__are p" Y cian’s assistant, or nurse who is directly responsible for the

patient at fhew-t-l.l_’__h"“e e.crl ultis-called to access the patient’s protected health information
4.9. Testing Personn are professional who performs chemical, hematological, immunologic,
microscopic and bacte ologlc diagnostic analyses on body fluids such as blood, urine, sputum, stool,

cerebrospinal fluid (CSF pemoneal fluid, pericardial fluid and synovial fluid, as well as other specimens.

5. Materials

5.1. Appendix A — Critical Values

5.2. Appendix B — Direct Testing Critical Values

5.3. Appendix C — Scenarios for Patient, Provider and Government requests for results
5.4. Appendix D — Critical Results Not Requiring Call to Medical Care Provider

5.5. CL FRM-12005-F1 Critical Value Log Sheet

5.6. CL FRM-12007-F3 Results Request Call Log
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6. Timing

6.1. Critical calls to medical care providers, patient/guardian and emergency contact should be made
immediately upon identification of a critical result. If the first attempt is unsuccessful, secondary and
tertiary attempts should be made as appropriate.

7. Procedure

7.1. Reporting Critical Results to Medical Provider:

7.1.1. If a patient’s sample exhibits any of the critical values listed in Appen
below:
7.1.2.Call the medical care provider listed on the requisition. This first
immediately upon identification of a critical result regardl
7.1.3.Tell the medical care provider the following: .
7.1.3.1. The patient’s name, date of blrth gender nd:Reference, 1D

} thé LIS Accession

Number .
7.1.3.2. The name of the test(s) and its ¢ _
7.1.3.3. Ask the medical care provider to rep__'

7.1.4.Document this event on a Critical Valug'L.og she M-12005-F1)
7.1.5.If there is no answer, leave the following scripted messag
7.1.51.  This message is for Dr.

for Theranos. | have an-rg

patient and a critical.val

and ask for me orithe <in

and lama <insert title>

7.1.8.If an answering serw e answers your phone call, communicate the following scripted message:
7.1.8.1. My name is and | am a <insert title> for Theranos. Please have the “on call
“doctor” paged. | have an urgent message that needs his/her immediate attention concerning a
patient and a critical value. Please call 650-461-7653 (for Arizona) 855-843-7200 (for Newark)
and ask for me or the <insert title> on duty. Your reference 1D is <LIS Accession Number>
7.1.9.When the medical care provider calls back, verify the provider’s identity in accordance with the
Authentication Matrix (see Appendix C) and then follow step 7.1.3. Ensure that you ask for the
Reference 1D to quickly locate the visit in LIS.

7.1.10. Note: If the call is made towards the end of the shift and there will not be a person at Theranos to
answer the return call, leave the patient’s name, Date of Birth, gender and the critical value. Request
that the Doctor return your call within one hour because there would not be a person to answer
his/her call until the following day.
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7.1.11. See Appendix D for critical results and associated ICD-9 codes that do not require a call to the
medical care provider

7.1.12. If critical result cannot be given to the medical care provider on the first attempt, log the attempt
into the log and release the result through the LIS .

7.1.13. Review log for necessary secondary and tertiary calls and make the approprlate
appropriately until 3 attempts for every critical result have been completed

7.2. Reporting Critical Results to Patient for Direct Testing:

7.2.1. If a patient’s sample exhibits any of the critical values listed in App
below:

7.2.3. Tell the patient/guardian the following:
7.2.31. The patient’s name, date of birth, gender and
Number)
7.23.2. The name of the test(s) and its- crmcal
7.2.3.3. Ask the patient/guardian to repe
7.2.34. Please contact your healthcare pr
medical care. If your healthcare provid
attentlon Do not prowde any lnt ]

7.2.5.1.

This message is fo My name is
Theranos. | have an ur ; neéds your immediate attention concerning a critical
value for a test th S ne

ate the visit in LIS
7.2.7. Note: Ifthe d"‘a-ll____' made towards the end of the shift and there will not be a person at Theranos to
answer the return call, léave the patient’s name, Date of Birth, gender and the fact that a critical value
has been obtained for‘ia fab result from the patient’s visit. Request that the patient return your call
back immediately.
7.2.8.If critical result cannot be given to the patient on the first attempt, log the attempt into the Critical
Value Log sheet Form (CL FRM-12005-F1) and release the result through the LIS
7.2.9.Review log for necessary secondary and tertiary calls and make the appropriate calls and log
appropriately until 3 attempts for every critical result have been completed
7.2.10. If a patient/guardian does not answer on the first attempt then we contact the Emergency Contact
using the following script:
7.210.1. Hello, My name is and | am a <insert title> for Theranos. We are trying to
reach <patient> regarding a critical result for a test that was performed by our laboratory. Can
you assist us in reaching this individual?

Referencex“"l'D'.:; 0q
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7.2.11. If you need to leave a message, utilize the following script:
7.211.1.  This message is for . My name is and | am a <insert title> for

Theranos. | have an urgent message that needs your immediate attention concerning a critical
value for <pat|ent> for a test that was performed by our Iaboratory We are. calhng you because

W|th the Authentication Matrix (see Appendlx C) and then follow st-
the Reference ID to quickly locate the visit in LIS
7.2.13. Second Attempt to Emergency Contact will use the following
7.2.14. Tell the Emergency Contact the following:
7.214.1. The patient’s name, date of birth, gender and Ref
7.214.2. The fact that a critical value has been obtalned for.a
7.214.3. Askthe Emergency Contact to repeat I ba %y
7.2.14 .4,

available, please advise <pat|ent> to sé
mterpretatlve mformatlon

7. 2 16 If you need to leave a messa

7.2.16.1. This message is fo
Theranos. | have an-ur
value for <patient

wumber. Your reference 1D is <LIS Accession Number>

H B and HCT {rest are pending slide review):

7.3.1. CBC results aie_

7.3.2. One or both of HGEand/or HCT are critical AND there is a need to perform a slide review

7.3.3. Team calls critical & HGB and/or HCT

7.3.4. Team wishes to report HGB and HCT because neither will be changed based on slide review

7.3.5. When there is a pending Action on CBC, the team cannot Approve All. However, the team can
Approve Checked or edit and release any individual result on the visit

7.4. Calling Slide Review Results:

7.4.1.When a Slide Review is needed to confirm results, the Newark team will confirm/modify the resulis
based on slide review. The Newark team will then call any critical results that have been confirmed
and/or modified. See above instructions for calling critical results to medical care provider and/or
patient
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7.5. No Diagnosis Code:

7.5.1.1f no diagnosis code is written on the order, you must call on any critical results (s‘ee appendix D for
Critical Results Not Requiring Call to Medical Care Provider R
7.6. Requests for Results

Appendix C for call scenarios)
7.6.2.Authenticate caller using 3 elements in accordance with Authentica

7.6.3.After the caller has been authenticated, release requested inf
7.6.3.1. If the caller cannot be authenticated, notify the call
time and escalate the issue to a superwsor;

7.6.4.Document all calls and any actions take_r__]_..on CL F utbound Call Log
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8. Revision History

Revision Level Effective Date Initiator DCO Number
A 4/1/2014 L. Gee
B 5/2/2014 L. Gee
C 8/1/2014
D 10/7/2015
E 09/19/2015
F 12/2/2015 e : ideja
Section Number Descrlptlon and Justlflcatlon of Changes
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Appendix A

CHEMISTRY
Test Units Age Lower Limit
Albumin g/dL Children 1.7
Bicarbonate (C0O2) mmol/L Any age 10
Bilirubin, total mg/dL <1 year -
Urea Nitrogen, Serum mg/dL Adult _
or plasma
Urea Nitrogen, Serum mg/dL Children - y
or plasma S
Calcium mg/dL Adult 6 13 ‘
Calcium mg/dL Children 37
Chloride mEg/L Any age
Creatinine mg/dL 5
Creatinine mg/dL 3.8
Glucose mg/dL 200
Glucose mg/dL 445
Glucose mg/dL 450
fron ugidl 500
Magnesium : 1 4.7
Phosphorus 1 9
Potassium | ... mEWL | . [Newhom 2.8 6.2
2.8 6.2
34 9.5
120 160
Troponin - 1.0
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COAGULATION
Test Units Age Lower Limit
aPTT Sec Any age -
Fibrinogen mg/dL Any age 100
INR - Any age -
PT Sec Any age -
HEMATOLOGY
Test Units Age Lower Limit
ANC K/uL Any age
Hct (PCV) % Any age
Hgb g/dL Any age
Plt K/uL Any age.
Plt K/ul
wBC K/ul
Manual % Blasts >0 (1st time or
Differential relapse)
- mear ¢ Depranocytes (sickle
. consistent cells) present (15t time or
< with aplastic relapse)
anemia e Intracellular organisms
present
URINALYSIS
Test Units Age Upper Limit
Glucose mg/dL Any age 500
Ketones mg/dL Any age 80
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Appendix B
Direct Testing Critical Values

GENERAL IMMUNOLOGY

Test

Chlamydia, DNA, Qualitative

Gonorrhea, DNA, Qualitative

HbsAg

HCV Antibody Screen

HIV 1 Antibody Screen w/ reflex to IHC-1/HIV-2 Antibody
Differentiation

HIV 2 Antibody Screen w/ reflex to IHC-1/HIV-2 Antibody
Differentiation

~Reactive

HIV-1/HIV-2 Antibody Differentiation

Réactive

Treponema pallidum Ab

Reactive

Test Units Upper Limit
Albumin g/dL 6.8
Bicarbonate (C0O2) 40
Bilirubin, total - 15
Urea Nitrogen, Serum | oo di o o 05 Adul” L _ 80
or plasma
Urea Nitrogen, _ 55
or plasimi
C'é]%:ium ' Adult 6 13
Calciuri. Children 6.5 12.7
Chloride Any age 80 120
Creatinine Adult - 5
Creatinine Children - 3.8
Glucose mg/dL Newborn 40 200
Glucose mg/dL Children 46 445
Glucose mg/dL Adult 40 450
fron ug/dL Any age - 500
Magnesium ug/dL Any age 1 4.7
Phosphorus mg/dL Any age 1 9
Potassium mEag/L Newborn 2.8 6.2
Potassium mEg/L Adult 2.8 6.2
Protein, total g/dL Children 34 9.5
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Sodium mEag/L Any age 120 160
Troponin Ng/mL Any age - 1.0
COAGULATION
Test Units Age Lower Limit
aPTT sec Any age - e
Fibrinogen mg/dL Any age 100
INR - Any age -
PT sec Any age -
HEMATOLOGY
Test Units pper Limit
ANC K/ul '
Hct (PCV) % 65.0
Hgb g/dL -
Pit K/uL N
Pit K/uL
WBC K/ul 50.0
Manual - ¢ Blasts >0 (1sttime or
Differential relapse)
¢ Smear e Depranocytes (sickle
consistent cells) present (1st time or
with aplastic relapse)
anemia ¢ Intracellular organisms
-------- present
URINALYSIS
Test Units Age Upper Limit
Glucose mg/dL Any age 500
Ketones mg/dL Any age 80
Micro - Any age Pathological crystals
(e.g., Urate, Cys, Leu, Tyr)
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Appendix C

HIPAA Caller Authentication Matrix — Customer Service Department

MUST authenticate (3 or more gats elemens belfore releasing PH

Healthcare
Plans/Government
Agencies

Authentication
Data Elements

Parent / Emergency

Provider/Practice Guardian Contait

Patient Name

Patient DoB

Patient Address

Contact Name

Relationship to
Patient

Accession
Number /
Sample ID (SID)

Provider/
Practice Name

Provider/
Practice Phone
Number
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Appendix D

Critical Results Not Requiring Call to Medical Care Provider

ICD-9 Code Test
V42.23, V4233, )
V58.61 PT and INR
268.9 Vitamin D Unspecified Vitamin D Defi
2449 TSH, Free T4, T3 Unspecified hypet_hyroidism
786 CO2/Bicarbs Hyperventialtmn:fp"-
276 K
>85 BUN, eGFR Crea
204, 205, 208 CBC
287 PLT
791 Ketones
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