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otectonandestng and PCR specimen ‘accordance with CDC guidance
collection, confimed io and manufacturer
Fakta and evanRepesarabvaon instructions. The Laboratory

1/1812022at approxmely 11:00AM. hasmadesystemic
Severtylevel=2 changes/correctiveactions to

this deficiency as identified in
response to sections (2) and (3)
below.

2. To address this deficiency and
to ensureitdoes not recur, the
following systematic:
changes/corrective actions have
been implemented:

a. The laboratory has implemented|
a process to properly document
all training and competency
assessments completed by
each personnel. All personnel
‘must complete training and
competency assessments prior
to performing any specimen
collection or waived testing.
Training documents are stored
in an online forum for access.

b. All personnel have been re-
trained on proper procedures for
both PCR specimen collection
and performing waived tests.

3. The corrective actions are being
monitored in the following ways
to ensure the deficient practices
do not recur:

a. Laboratory has implemented
document control and review to

TORNCS 56710 8 revo Verses soe EiGa TT

Nevada Departmentof Health & Human Services Page 459 of 596



PRINTED: 21172022
FORM APPROVED"DEPARTMENT OF HEALTH AND HUMAN SERVICES. OMB NO. 0936.0391CENTERS FOR MEDICARE & MEDICAID SERVICES

RORRSCSRS BTSEER Salibne: RE

SOR STATEOF BERET » ROTCFoF CorRECTOL a)
OE toy coo ub| PRE | RS ErReerD To newomate [TONESercEncn

kepton personnel training and
competency assessments. New
hires are given complete training]
and given competency
assessment. Once training is
completed, documentation is
stored electronically for easy
access.

b. Laboratory will continue to
‘monitor and audit compliance
with proper testing procedures,
and vill require re-training on a
periodic basis and as
appropriate.

4. The Laboratory Director and
Director of Operations shall be
responsible for ensuring the
plan of correction is
implemented.

5. This corrective action has been
initiated as of the submission
date, and shallbecompleted by
March 1, 2022. Laboratory wil
continue to monitor for
compliance.

6. Attached are the following
standard operating procedures
(SOPs) related to rapid antigen
administration and PCR
specimen collection:

a. Attachment 1: Callrion SOP
b. Attachment 2: Sienna SOP
©. Attachment 3: Indicaid SOP
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d. Atachment4:GenBody SOP
e. Attachment 5: Abbot SOP

f. Attachment 6: Signed Antigen
SOP

g. Attachment 7: Completed
competency for antigen testing

h. Attachment 8: PCR SOP

TACEEZ TESEIEIE)-Appicabiy ovha rac  desaheeone areca tem1:TemperatureLogs | 2
rae porto )Eresnensures| 1. Wehavefoundthatnopatientsesis partomad in accorgance winneicionsofhemamfachrerof est: wereaffectedbythedeficient

practice. At the time of theInspector Comment:Basedon eveof Survey,thetemperature log was
Iaboratoryrecords, reviewof ‘maintainedinthe adjacentroomandacurss miucionsoes
‘requirements, anobservationoflaboratory tothemainLaboratoryroom,
{esteandsn ns wihhe whichisrunonthesameair
‘consultant andadministrativeassistant.the conditionrecoraedtoensuremat borstory ese a aberatorydidkeep aoe accordance wineandar hsucions Erne temperature logfortheadjacent
include: 1. Thelaboratoryfailedto room. The Laboratory has made
documentneToonamparatronsstnt systemic changes/corrective
a on apc oct nee actions otis deficiencyas

fourIndicaidCOVID-19antigentestkits jen in response
‘werefoundsittingonthefloor.2. GenBody ‘sections(2)and(3)belowfor
Instructionsforusestate“Onlytheswab eachoftheitems identified.Forse eli oteaes vehEacimantotachor ncaa mavucions —6s aieThe dca Cou.19Rape ee eenard|niger Tostshoud onybe used win re ensure Tecur, the
‘swabsprovided Inthe kit ocollectdirect followingsystematic:
Sasasomes according fohepocedtes changeslearrectiveactionshave!nesemiiclonsfor3’ slabs been mplemented:ar leperaresve |
ivaess Thursworeno.+ 5. Foranigmnissisbaingusad.
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aaarete >Are meat use. The corresponding SOPsbrominated identified in responsetorequest
Bo Shaan amSap SST (6) have beenreviewedand
Franti Rina approved by the Laboratory
inlTwasconimed orDasignes. SPswil be
‘administrative assistant on 1/18/2022 at ‘sharedwithpersonnelorroimaiey 1100 A Seve mia =2 potorming antigentosing for

review and sign-off, and
appropriate competencies will
56 completed as outined by the
SOP. The Temperature Log has
also been included in response
to request (6).

b. Storage of Kits: Temperature
not monitored: Corresponding
SOPs have been updated to
include instruction for
temperature monitoring of
storage conditions and room
temperature to ensure he
reagents wre sored property
and testing is performed at the
optimal temperature.
Temperature logs af each
testing facility will be completed
each day of patient testing. The
Laboratory aso purchased
addtional digital rmometers
that will now be provided at
each site where COVID test kits
are placed.

3. The corrective actions are being
monitored in the following ways
to ensure the deficient practices
Sorrecer
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a. Laboratory has reviewed and
updated all SOPs to include
properstorage and handing of
testéits

i. The Laboratory
now has a written
policy in place
that requires
thermostats be
located at every.
site where
antigen testing is
performed.
Manager will do
daily checks that
thermostats are
atthe sites.

ii. The laboratory wil

procedures on an
annual basis and
review personnel
documents for
appropriate
training.

4. The LaboratoryDirector and
Director of Operations shall be
responsible for ensuring the
plan of correction is
implemented.

5. This corrective action has been
initiated as of the submission
date, and shall becompleted by
March 1, 2022. Laboratory will
continue to monitor for
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compliance.
6. Attached are the following

standard operating procedures
(SOPs) related to rapid antigen
tests, including the referenced
temperature log:

a. Antigen tests:
1. Attachment 1: Cellrion SOP
2. Attachment 2: Sienna SOP
3. Attachment 3: Indicaid SOP
4. Atachment4: GenBody SOP
5. Attachment 5: Abbot SOP
6. Attachment 6: Signed SOP

examples
7. Attachment 7: Completed

competency for antigen testing
8. Attachment 10: Community Site

Daily Standard Operating
Procedures

b. Storage of Kits:
1. Attachment 1-5: Antigen SOPs
2. Attachment 9: Temperature Log
3. Attachment 10: Community Site

Daily Standard Operating
Procedures

Item2:SampleCollection.
ORI CS570 8 revsVemersBoe EiGa Faas =
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1. Wehavefoundthat nopatients

were affected by the deficient
practice. Al instructions for use
for antigen testing currently
being performed by the
Laboratory has been reviewed.
Witten SOPs have been
updated to include that swabs
from other test kits shall not be
used. The only swab that will be
used for sample collection will
be the swab provided in the test
kit and followed according to the
manufacturer's instruction.
Laboratory conducted a review
and confirmed that no incorrect
swabs were used on any
patients.

2. To address thedeficiency,the
following systemic
changes/corrective actions have
been implemented:

a. TheLaboratorydoes not
intermingle swabs and instructs
all personnel to use the swabs
and parts that come with the
corresponding kits. All
personnel must review SOPs
and be trained prior to
performing testing on patients.

b. Additionally, when emptying an
antigen kit the contents are.
stored into a container
resembling a pencil holder. The
container is labeled with the
brand name of the antigen test,
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thedatethekitwasopened,and
the expiration date of the kit.

c. There are three containers for
each kit: (1) oneholderstores
the swabs, (2) another holder
stores the agent and (3) the.
third stores the cartridges.

3. The corrective actions are being
monitored in the following ways
to ensure the deficient practices
do not recur:

a. The Laboratory has reviewed
and updated the antigen SOPs.
and will have an annual review
of SOPs to ensure quality and
make necessary changes based
on laboratory testing practices
and CLIA requirements. With
initial implementation of a new
antigen test, an SOP wil be.
created. The Lab
Director/Designee will review
SOPs for all new antigen tests

priorto use.
b. All personnelperforming antigen|

testing will be required to review
the new SOP(s) as part of the
inital training. Follow up
competency will be performed.

©. Laboratory now has a QA Policy
inplaceto monitor pre-
analytical, analytical, and post-
analytical phase of testing. This
includes proper storage of
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‘monitoring, and review of
personnel documents for
appropriate training.

4. The Laboratory Director and
Director of Operations shall be
responsible for ensuring the
plan of correction is
implemented.

5. This corrective action has been
initiated as of the submission
date, and shall becompleted by
March 1, 2022. Laboratory will
continue to monitor for
compliance.

6. Attached are the following
standard operating procedures
(SOPs) related to sample:
collection

a. Attachments 1-5: Antigen SOP
b. Attachment 11: QAPolicyand

Forms
tem 3: Transport
1. Wehavefoundthat nopatients

were affected by the deficient
practice. Although the
Laboratory did not have a
wiittenpolicy in placeatthe time|
ofthe inspection, the Laboratory
in Nevada was following proper
COC guidance and protocols as
monitored by the Laboratory
Director prior to sending any
specimens to the llinois lab and
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no patients were found to be
impacted.

2. To address thedeficiency,the
following systemic
changes/corrective actions have
been implemented:

a. The Laboratory has
implemented a SARS CoV-2
‘Specimen Collection and
Handing policy and procedure
to follow. The policy includes the
proper transporting method to
be followed by the Laboratory in
Nevada when shipping to the
laboratory in linois.

b. Specifically, the laboratory in
Nevada will ship samples in a
clinical shippingcontainer with
an ice pack to ensure proper
handingofthe specimen. The
laboratory in linois wil provide
overnight shipping labels to the.
Laboratory in Nevada so
specimen handiing is not
compromised.

3. The corrective actions are being
monitored in the following ways
to ensure the deficient practices
donot recur:

a. Training and competency will be.
assessed and provided in the
training process.

b. The Laboratory Director has.
reviewed and revised all sample

ORI CS5710 8 revsVeerBoe EiGa Foy Fava
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collection and handling SOPsto
ensure they follow lab practices
and adhere to proper
instructions by manufacturers.

c. Additionally, SOPs have been
provided to allstaff and training
wil be conducted on an annual
basis. All personnel will be
required to review the SOPs at
hire and when major changes
‘are made requiring re-training.

d. Laboratory will continue to
‘monitor for compliance on a
regular basis.

4. The Laboratory Director and
Director of Operations shall be
responsible for ensuring the
plan of correction is
implemented.

5. This corrective action has been
initiated as of the submission
date, and shall be completed by
March 1, 2022. Laboratory will
continue to monitor for
compliance.

6. Attached are the following
standard operating procedures
(SOPs) related to transport:

a. Attachment 12: MOL 110.0
SARS CoV-2 Specimen
Collection
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Spernab sgaresor Calon, Abort indcald, and
Sornespecied aualy antl esate GenBody). SOPs have beenFaraconrols do hat perio as developedand list all
expeced,dorol use he est resusand manufacturer's instructionsfor
ea)Suppers iss use. The corresponding SOPs
Consutant and Adminiraive Assistant on will be reviewed and approved
111812022ot apprevimatey 11:00AM. bytheLab Director/Designee.

Sever level = 2 SOPsvillbeshared with
personnel performing antigen
testing for review and sign-off,
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‘and appropriate competency will
be completed as outlines by the
SOP.

b. Testing personnel trained but
did not have documentation:
‘SOPs will be shared with
personnel performing antigen
testing for review and sign-off
and appropriate competency will
be completed as outines by the
SOP.

©. Competency documentation will
be maintained by the Laboratory|
fora minimumoftwo years.

3. The corrective actions are being
monitored in the following ways
to ensure the deficient practices.
do not recur:

i. Periodic
monitorin
gonan
ongoing
basis of
document
ation
related to
antigen
testing
Kits.

4. The Laboratory Director and
Director of Operations shall be
responsible for ensuring the
plan of correction is
implemented.
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5. This corrective action has been
initiated as of the submission
date, and shallbecompleted by
March 1, 2022. Laboratory wil
‘continue to monitor for
compliance.

6. Attachments.

a. Attachments 1-5: Antigen
SOPs.

b. Attachment 6: Signed Antigen
SOP

c. Attachment 7: Completed
competency for antigen testing

TT|WAGES28071) Lob vectorDues” ToT:
reanalsours 1. Wehavefoundthatnopatients| 2

slabished and forced 0 nursthe were affectedbydeficientPeal.welare andsafetyof1 personnel practice.Atthe timeofthe
oftheiaboratoryandvistors. survey,theLaboratorydidnot
. — have a written procedure for
operasConmentsSosat onders PPE, but did have sufficient
KamanataiveAvstantoedecoraed PPE on-site and does require{o ensure ineheath.weirs, andsafetyof anddid require at thetimeof
epsoniehrs rt inspection, proper PPE. The.

Laboratory holds an inventoryofare rom ATro Sepeinbo, NSmadeapraars,goes.include:At thetimeofthesurvey, the face shields,anddisposable
laboratorywasequippedvithfacemasks. gownsatalltimes. ProperPPE.
loves andface nea.Nodspotatle & worn during testing of patients
aboratry as ised neNornanore and specimen collection,in
Clinical Labs Personal Protective. accordance with CDC guidance.
EgmontPPE)Foley Taves PPE isprovidedto al staff
‘confirmedby observation and discussion inc ing loves,innconta ana Admintabie sladngNsassis, gloves,

Assistanton 1/18/22atapproximately 11:00 faceshields, and disposable
AM.SeverityLevel =2 gowns. TheLaboratory has
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‘made systemic.
changes/corrective actions to
this deficiency as identified in
response to sections (2) and (3)
below.

2. To address thedeficiency,the
following systematic
changes/corrective actions have
been implemented:

a. The Laboratory has created
written SOPs that have been
reviewed and signed by the
Laboratory Director. All
personnel of the Laboratory will
review andsignoffon SOPs
and must do so prior to testing
of patients.

b. TheLaboratorywill assign one
individual to be responsible for
ordering of supplies when
supplies are running low to
ensure a sufficient amount is
consistently on site. The
Laboratory has implemented an
inventory tracker sheet that is
updated daily.

©. The Laboratory
Director/Designee will perform
daily inventory checks to ensure
the health, welfare, andsafetyof
the personnelofthe laboratory.

3. The corrective action is being
monitored by having the
inventory track sheet that the.
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daily basis to ensure that N-95
masks, gloves, face shields, and
disposable gowns are always
available in sufficient quantities
onsite. There will be a notice.
sent to Director of Operations
for approval of all inventory
purchases.

4. The Laboratory Director and
Director of Operations shall be
responsible for ensuring the
plan of correction is
implemented.

5. This corrective action has been
initiated as of the submission
date, and shallbecompleted by
March 1, 2022. Laboratory will
continue to monitor for
compliance.

6. The following SOPs have been
created in response to this.
deficiency.

a. Attachment 14: Inventory
Tracker Sheet

b. Attachment 13; PPE
Procedures

"NAC652.470.1(a)a) - Certicaion of ToT07
pra seeumesha| 1. Wehavefound that nopatients | 2
Sorin sabe were affected by the deficient
onaformprovidedbytheDivisonging practice. Atthetimeofthe
Information ontheapplicantseducational survey, all relevantLaboratory
background: (¢ ThefeeprescribedinNAC staffheld appropriate.

652.488mustaccompanythe application. certificationorhadfiled for
ppropriate certification with
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InspectorComments:Basedona reviewof paymentofapplicablefees as
Saiohsl Pubic angSchama setforth in NAC 652.488. The
Constant Acminstaive Assistant and Laboratory has made systemic

LaboratoryDectortr doctorfad to changesicorrectiveactions to
ensurethatcorfcaonpursuant 10 NAC this deficiencyasidentified in
ious aidedhrneetia response to sections (2) and (3)

paythe ppicabefees 33sat orth inNAC below.£52488.Findings Include At he tim ofhesurveyon January18.2022, 35outof 48 of 2. To addressthe deficiency,the
ne abrirasta not have ice followingsystematic
SosaLeanesTiwas cones on changescorrectiveactionshavertrdowvin th consutant AamimSrave been implemented, including the|
Assistant and LabratryDrctr, on creationofcertain SOPs
January 18,2022 at approximately 11:30 identifiedinSection (6) below:AMSever love =2

a. Part of the staff training includes
applying for the application for
certification using the form
provided by the Division.

b. Upon hiring, new personnel
must be certifiedprior to being
scheduled to provide COVID-19
testing to patients. I within two-
weeksofhire, the personnel has
not acquired or attempted to
acquire the certification, they will
be terminated.

3. The corrective action is being
continuously monitored by
Laboratory Director/Designee
ensuring the appiication has
been sent andlor approved prior
to lab assistants and/or medical
assistants workingatthe.
Laboratory. Proper
documentation is held
electronically to confirm which
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personnel acquired
certifications, which have
pending certifications, and those
that have not yet applied.

4. The Laboratory Director and
Director of Operations shall be
responsible for ensuring the
plan of correction is
implemented.

5. This corrective action has been
initiated as of the submission
date, and shallbecompleted by
March 1, 2022. Laboratory will
continue to monitor for
compliance.

6. The following SOPs have been
created in response to this.
deficiency.

a. Attachment 15: Proof of
Laboratory
licenses/applications

b. Attachment 16: Hiring and
Training SOP

RS 652.080 License Required. tom oT
feneual nacthe 1, Exceptas bere 1. Wehavefound that nopatients | 2
person mayoperate.conduct,issue a werasfleciediytie detiiiont
Topotfomofmaintain amedical laboratory practice.TheLaboratory_without rst blaining  canse fodoso received the proper licensing to
issuedby he Divion pursuanttone performtesting acrossthe state
provisionsoftis chapter.2Alcense ofNevadafromtheDepartment
I ie ard manSonesfenevablebiennial onorbefore thedate Divisionof Publicand

ofisexpiration. 3. No cans maybe Behavioral Health butis
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Tssu8d 0. laboratorywich does nothave currentlyawaitingpendinglaboratory director 4. A lcense may bealsbomond Coens Compliance Agreement.
Sorvalland payment ofETontieas. 5. The Divisonmyraque 3 TheLaboratoryreceivedthe.

{aboratory hat locatedoutdsof hs licensingexemptiontoperform
Sie arid n sccriance vi he testing acrossthestateofNevada
provisionsofthischapterbefore from the Departmentof Healthand

aaawn vssave Somes HumanServices-DivisionofPublicGatermines hat he censure necessary and Behavioral Health. The
{0proactthepubl health, sateland Laboratory has madesystemic
wilereoft sidesof bizsas changes/corectiveactionstothis

deficiency as identiied in responseInspector Comments: Based ona reviewofDion ofPublicandBanavioal Healt tosections (2) and (3) below.
cords and an neniew vih heConsalant.NevadaRepreseniaveandan 2. Toaddressthedeficiency,the

‘KaminstaiveAssistant he recor ated folowing systematicconsctve
EEro actions have been implemented:

Findings ince Aine te ofthe suonJanuary 16, 2022,the laboratorywas. a. The Laboratoryhadapplied for
onde petomeganton 122 thelicenseandreceivedan
locatonpirto approval exemption that allows theTsvsConimedy on erie inre Langlands
Samia Assia on nan testing upon acquiring the.
18.2022 atapproumalely 11:30A. ComplianceAgreement.
Severity love =2

b. Pending the approvalofthe
Corrective Plan of Action with
the Division, operations will
commence upon the signing of
the Compliance Agreement,

<. Compliance Agreement remains
pending until Plan of Corrective
Action is submitted and
accepted

3. The corrective actioni being
monitored in the folowing ways
to ensure the deficient practices
do not recur:
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a. The LaboratoryDiecioresinee vill nur no
further sites open without
‘approval of proper licensingSeamer

b. Laboratory does not intend toopen any frnr sing es inRorada tinatine. Laboratory
Director/Designee will reviewoonaing requrementroopen of any nwinges
in the state of Nevada.

4. The Laboratory Director andGrectoraf Operations sal bo
responsible for ensuring the
plan of correction is.Tremenid

5. This corrective action has beentod oe of he uprisdondoe snd shll bo completed by
March 1, 2022. Laboratorywill
‘continue to monitor forCompan

6. Tho follwing SOPs have ben
created in response to thisdecane

a. Attachment 17: Nevada License“Eat Labastory WaneTose
EE wo
" he o 1. We havefoundthat nopatients | 2
Jispecioronmients: Said Rude wereaffectedbythe deficient

Coma,Admeioraiog essionond practice.Atthe imeofthea hao ra
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palint NSCLWACC10757, th laboratory inspection, the Laboratory did
roctraedto rupertrefineor not haveawriten procedurein
Peacoat ne operatesothe aboratory placeforrecord keepingoftest

he oxtontnecessary to assure results thatwereperformedon-
Sreeep site,nordid itkeepaFedEx

be responsifor proper tracking number with specimensperfomanceof a work in the laboratory nFoesoboraatesand retainropa included in theclinicalcontainercare andotherroguiarymaintained records However,byits operatingofthe aborsory i accordance wih procedures,patientspromyTogulationsadoptedbyieBoardpursuant Booneoe1oNRS 652.135. Findings ncude: 1. At he gh
timeofthe survey.therewereno recordsof positive rapid results. Laboratory
antigentes resus perormedon-site and keeps avacking ogofpaent est
norecor ofpatent specimenstht had suis at the location tot areheld forbean santto themai ab nck for PCR two (2) years. TheLeboretoryhestesting.2.Results of angenfsting madesystemic changesicorrective
Topoied verbal aspose 0patent ctons to thisdeficiencyasdentedin
NSCLIWACCIOTS?on 152022coudnot Tosponsa1sections (3)and (3
be verfied duet aboratry ot having boon.
records for on-se angen fesing. Th
patent acanved laboratory reportfom 2. To addressthedeficiency,the
Rano Chcalassise following systematic corrective712022 which reported bothth an ol ai
ons PCRes aynegateTh ras ctions Fave een inplereiiert
oeconnAdmins a. Laboratory has implementedAssistanton 1/1822a approximately 1100 writen SOPsto trainandretrain
Arsescie, staff with for Rapid and PCR
Interviewed on 112612022 of approxi testing and proper procedures.
0PM.SevertyLevel =2 thatmustbefollowed.

Personnel will update tracking
logon a daily basis with patient
information and results.

b. Writlen SOPs have been
created and reviewed by
Laboratory Director.

. All newandexistingstaffare to
be trained on proper
implementation of patient
racking log.

oR CH 508red VersGh wo Gar Too Er
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a. FedEx tracking log will be set up
to include tracking number with
patient's specimens sent in each
clinical container.

©. Patients willbegiven a rapid
result stating that it was given in
the state of Nevada, not
linois. Results wil be sentin a
secure HIPAA-compliant email,

3. The corrective action is being
monitored in the following ways
to ensure the deficient practices.
do not recur:

a. Laboratory has implemented
writen SOPs to train and retrain
staff with for Rapid and PCR
testing and proper procedures.
that must be followed.

b. LaboratoryDirectoror Designee
will monitor the patient log on a
daily basis to ensure log is beingl
updated daily with proper patient
information

4. The Laboratory Director and
Director of Operations shall be
responsible for ensuring the
plan of correction is
implemented.

5. This corrective action has been
initiated as of the submission
date, and shallbecompleted by
March 1, 2022. Laboratory wil
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oR LSC OENTINIG hFoRATION rca
continue to monitor for
compliance.

6. The following SOPs have been
created in response to this.
deficiency:

a. Attachments 1-5: Antigen SOPs
b. Attachment 8: PCR SOP
©. Attachment 10: Community

Sites Daily Standard Operating
Procedures

d. Attachment 18: TrackingLogfor
Patient Results

©. Attachment 19: SOPfor FedEx
tracking of PCR specimens
being sentto linois Lab
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