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Generalnformation

This sectionprovidesanoverviewof thePiccoloXpress
chemistry analyzer.

1.1 IntendedUSE........ooiiiiiieieiiiiccee e 1-2
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1.1 IntendedUse

The Piccolo Xpress chemistry analyzer provides quantitativéro
determination®f clinical chemistry analytes in lithimheparinizedvhole
blood,heparinizeglasmapr serum.ThePiccoloXpresswill bereferredto
as the fAanalyzema throughout t

CAUTION: The analyzer may not operate as intended if used othg
thandescribedn this manual.lt mayproduceinaccurate
or noresults andnay pose a safety hazard.

Note: Useonly Piccoloreagentdiscswith thisanalyzer.

Applicableto U.S.Customer®©nly:

CLIA WAIVED: The Lipid Panel, Lipid Panel Plus, Liver Panel Plus, General Chemistry 6,

General Chemistry 13, Kidney Check, Comprehensive Metabolic Panel, Basic Metabolic Panel,
Electrolyte Panel, MetLyte 8, and Renal Function Panel Reagent Discs are GiNAdNThese

discs are waived under CLIA "88 regulations. For CLIA waived labs, only lithium heparin whole
blood may be tested. For use in moderate complexity labs, lithium heparinized whole blood, lithium
heparinized plasma, or serum may be used. A ClLéAifcate of Waiver is needed to perform

CLIA waived testing. A Certificate of Waiver can be obtained from the Centers for Medicare &
Medicaid Services (CMS). Hwaivedlaboratory modifies the test system instructions, then the test

is considered highamplexity and subject to all CLIA requirements.

1.2 Universal Precautions

OperatohealthandsafetyregulationgequirethatUniversalPrecautionde observedtall timeswhile
handlinghumanbloodsamplesr workingwith this analyzerFor detailsseeOSHA 29 CFR Part

1910 (AOccupational Safety and Health Standar
Hazardous Subst anc e s,whidlcan bedfdurdbyvesitinB at hogens 0)

by

http//www.osha.gomand searching for fil1910.1030. 0

For further guidelines on handling and disposing of hazardous labonadstgsreferto Clinical
LaboratoryWasteManagementApprovedGuidelined Secondedition (GP5-A2), from theClinical
and Laboratory Standards Institute (formerly NCCLS). This can be fourthatwww.clsi.org
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1.3 Introduction

Thissystenmconsistf aportableanalyzemlandsingleusedisposableeagentiscsi it is compactand
easy to transport. The analyzer contains the following:

A avariablespeednotorto spinthereagentisc

A aphotometeto measure analyteoncentrations

A two microprocessorto controltesting andanalyticalfunctions

A athermal lineprinterfor results

A aWVGA colortouchscreefor communicating withtheanalyzer
A optionaldatafunctionsfor moredetailedanalysisinformation

Eachreagentliscis self-containectlearplastic,8 cmin diameteand2 cmthick. It containsaliquid
diluentin its centeranddry reagenbeadsn clear containers (cuvettepundts edge All blood
separatiorand sample diluent mixinig performedvithin the disc itself.

To performananalysistheoperatomeedsnly to:
1. collectabloodsamplglithium-heparinizedvholebloodor plasmaserum)
2. placeit in thereagentlisc
3. putthediscinto theanalyzedraweronthefront of theanalyzer
4. inputpatientinformation

Whenanalysigs finished,theresultsprint automaticallyon anadhesivebackedhermalpaperwhichis
placedinthep a t i reeditaldesord.ThedevicehasoneEtherneportandfive USB portsto senddata
to an external printer, computer, memory stick, or laboratory informatidensgelectronic medical
record systems (LIS/ EMR).

Theentireanalysigequires-100uL of sampleandcanprovideresultsn aboutl2 minutes.

Note: Theanalyzerscreensand computerscreencapturein this manualareillustrationsonly, not
exactduplications All screengepresentypicaluseandinstallations andnaydiffer in some
minor details from the screens on your system.

Note:  Operators shall report any serious incident that has occurred in relation to the device to
themanufacturer andf applicable also to the competent authority of the EU Member State
in which the user and/or the patient is established.
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1.4 TechnicalSupport

AbaxisTechnicalSupportpersonnearetrainedto answeruestionsegardingheoperatiorof the
Piccolo XpresghemistryanalyzerFor technicakupport,call or contact:

A USA: 1-800-822-2947
USA: AB-PiccoloTechSupport@zoetis.com

A Europe:int.piccolosupport@zoetis.com

1.5 SymbolsUsedin Labeling

Thefollowing symbolsarefoundonthebackof theanalyzerpnthePiccoloXpresdabelandabove
the connectors.

Symbol Explanation

— — — Direct current Caution

Caution
Refer to any accompanying documents .

Biological Risk
ﬁ"% Indicates that there are potential biological risks
x associated with the medical device. . See

AUni v ePrrseacla u t an ags d-2.

KI/. USB connection
1

..|: Network connection
| |

Generallnformation
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Symbol

Explanation

el
ol

IVD

SN

- )
m
T

IE@E@E

2 YRk

Manufacturer

Date of Manufacturing in the USA

In Vitro Diagnostics Medical Device

Serial Number

Catalogue Number

European Authorized Representative

Importer Contact (EU)

Device may be used for Near-Patient - Testing

Do not dispose as household waste. Separate collection
and recycling.

Unique Device Identification

Barcode in Health Industry Barcode Council format

Use By

Batch Code

Generallnformation
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Symbol

Explanation

N2 (A9 F

Consult Instructions for Use

Do Not Reuse

X Number of Test Devices in Kit

Manufacturing Sequence

Temperature Limitation

Part Number

Denotes conformity to specified  European directives

and regulations

Generallnformation
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Section 2

Setup and
Description

This section describes how to unpack the Piccolo Xpress
analyzerandhowto setit upin asuitableenvironmentThis

section also introduces t he

touchscreen user interface.

2.1 UNPACKING.....uuuiiiiiiiiiiiiiiii e 2-2
2.2 Physical& EnvironmentalSpecifications.................... 2-3
2.3 SEUUP ..t ——— 2-3
2.4 PiccoloXpressSystenDescription.................euvvvvvvnnns 2-5
2.5 TouchscreerandFront Panel...............cccccvvvviiiieeennns 2-6
2.6 ReagenDIiSCS.........ccovvivviiiiiiiiiiiemme e e 2-7
2.7 Installing a Printer PaperRoll ...............cccoooevviiviieeen.. 2-9
2.8 Ancillary ProductS...........ccooviiiiiiiiiiieeee e 2-10
2.9 Optional ACCESSONIES.....cceiiviieeeeiieiieiiiiieeee e, 2-10
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2.1 Unpacking

1. Removetheanalyzerfrom its shippingcarton.

2. Placetheanalyzemonalevelsurfacehatis freeof hair,dust,andothercontaminantsDo not
place the analyzer near a sunny window or any other heat source.

3. Checkthecomponentseceivedwith the PiccoloXpressagainsthefollowing figureto
make sure everything required to set upahalyzer is included.

Printer

Touchscreen and cover

Disc drawer

Power cord and

power adapter
Power button

Note: Theshippingcartonalsoincludestheseatems,not shownabove:a USBcable,Abaxis
Driver CD, Piccolo Xpress Operator's Manual (this manual), warranty card, and
Startup kit.

4.  After setup, complete the warranty card and mail it to Abaxis within 10 days to start the
warrantyperiod.You will beplacedonthecustomemailinglist to receiveanyinformation
pertaining to the Piccolo Xpress and ancillary products, such as software upgrades.
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2.2

2.3

Physical& Environmental Specifications

Dimensions

Weight

Mode of operation

Protection againstfluid ingress
Altitude

Ambient operating temperature
Humidity

Reactiontemperature

Thermal protection rating
Power requirements

Main supply voltage
Transient overvoltages

Pollution

Height: 32.5cm(12.80inches)
Width: 14.9cm (5.87inches)
Depth: 21.0cm(8.27inches)
Analyzer: 5.3kg (11.6pounds)
Poweradapter: 1.0kg (2.3pounds)
Continuous

Ordinaryequipmen{(IPXO)

2000m (6562ft)

151 32°C (59 90°F),indooruse

8i 80% relative humidity noncondensing
37°C(98.6°F)

70°C (158°F)

100 240voltsAC, 501 60Hz or
16voltsDC,5.0A

Main unit: 1.1 0.45amps,16voltsDC,
5.0A

Fluctuationshotto exceedt 10%o0f the
nominalvoltage

InstallationCategonyl in accordancevith
UL 61010A1 seconckeditionAnnexJ

Degree? in accordancwith IEC 664

Setup

1. SetupthePiccoloXpressonasurfacethatis:

Level

Freeof vibrationandsudderjolts

Freeof hair,dust,andothercontaminants

Locatedin anambient operatintemperatur@f 15 32 °C(59i 90 °F)
Away from sunnywindowsandall otherpotentialheatsources

O 0 0 0 0O 0

At leastsix inchesfrom anywall to provideadequateentilationandaccesdgo the
power connection and USB ports
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CAUTION: Toprevenipowersurgesor drain,

Note:

Plug the power jack into thenalyzer, then
plugthedetachabl@owersupplycordinto
the power adapter and into a grounded
electrical outlet.

do notplug the analyzer into the
samecircuit asa centrifugeor any
otherhigh-current device. Abaxis
also recommends using a suitable
surge protector.

El8

PresghePowerbuttonto
turn on the analyzer.

Thedisplaywill showthe

—— )
following: AB Aﬁs

If thedisplayis blank(showano messageyemovetheplugfromthepoweradapterthen
re-insert the plug and press firmly to make sure it seats correctly.

After passing the self test and reaching operating temperature, t/ | ——————

analyzeis readyto runthefirst reagentisc. Thedisplaywill read Analyze
Analyze .
Seen Qual ity Cont r otlfodetails aboutthe o 6

analyzerselftest. Theanalyzemayrequireadditionaltimeto reach
operating temperature.

onan

Checktheanalyzerdateandtimeto besuretheyarecorrect.See '
AChangi ng Dat e albfdrdifections.0 o0 n

Theanalyzercanbe connectedo an externatcomputeror printerto
send/print patient and control results. 88€ o n neact i ng
Comput er / Pr i rnlfoeimstuctons. page 10
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7. Referenceangesarepresetwhentheanalyzer is shippefiitom the factory. Theange values
can be changed using the Customizing Reference Range feature desciibédiis t o0 mi z
Reference Ra#2gesoO on page 4

2.4 PiccoloXpressSystemDescription

This system isnade up of a portable analyzer and disposable
singleusereagentliscs.Eachdischasall thereagentmeededo
perform a panel of tests on a single sample.

Be sureto becomdamiliar with thesystembeforerunning
samples.

Theanalyzemuseshothcentrifugalandcapillaryforcesto process
heparinized whole blood samples. It distributes the diluted

plasma to the reaction chambers (cuvettes), which are inside f§
disc. Serum and plasma are processed the same way.

The analyzer uses light to measahemical reactions. It
calculates the concentrations of materials to be measured fror
theresults,andfrom calibrationdatacodednto thebarcodering '
on the disc.

Resultsarestoredn memory,andcanbe printedusingthebuilt-in thermalprinteror downloadedo an
external computer for data management.

The touchscreedisplayshowsproceduralnstructionsjndicatesanalyzestatusand presentany error
messages:or details, see Touchscreen and -Bront Panel o on |

Thereagentliscdrawerslidesoutfrom thefront of theanalyzertransportshereagentlisc(see
NnReagent Di 9)adntothe analyzemadautomaticallpositionsit for analysis.

Theinternalprinterprovidesresultson adhesivebackedhermalpaper tape.

An externaboweradapteandtwo powersupplycordsareprovidedd oneconnectgheadapteto the
back of the analyzer, anlde other connects it to a surge protector for use with a compheer.
analyzeralsohas severdlSB connector® use the togonnectofor an externatomputer(see
AConnecti ng a obpaypldfoedetald).r i nt er o

Theanalyzehasarecessetiandleonthetop of theunitandis easyto carry.
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2.5 Touchscreenand Front Panel

Thetouchscreedisplayis usedo operategheanalyzer.
A Usetheonscreerkeyboardandnumericakeypadto input patientinformation.

A Toenteraccentedetters,selectandhold theletterkey onthekeyboardthenselectthe
accented version from the choices.

A Theleft andright arrowtouchscreekeysmovethedisplaycursorforwardor backward
to change a number on the display. The right arrow key {unctions as a dash)(
when entering a patient identification number. The left arrow key) functions as a

backspace.

A Usetheup(r )anddown(s ) arrowkeysto scrollthroughadisplayed lisof items,
or to increase or decrease a displayed value.

A Operatingfunctionsareavailablethroughvariousiconsonthetouchscreeraswell as
specific keys that appean the touchscreen according to the actions performed.

A SelecBack onthetouchscreeio cancelachoiceandreturnto thepreviousscreenprto

move backward through a series of screens.
Turnpoweronandoff by pressinghePowerbuttononthe

front of the analyzer.

Note: ThePowerbuttonworksonly whenthedisc
drawer is empty and closed.

Power
button

To openor closethediscdrawer selectAnalyze or Close on
the touchscreertlosinga drawercontaininga reagentlisc
initiates an analysis.

Resultdor previouslyanalyzedsamplesanbeaccessedsingtheRecallfunction.Seei Rec al | i ng
Resul t s o-1forinstrpctiopse 5
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2.5.1 Information Icons

Among the touchscreetisplaysisanicon 7 to access additionatformationaboutthe procedure

beingperformedForexamplepnthescreerthatappearsvhenadiscisIoadedpressing':'--ﬂ--:’ displays
the following screens that outline basic analysis procedure:

Remove reagent disc from Insert Lhe reagent disc View, read or download
its foil pouch and transfer Into the analyzer, close the resulls,
100y! of whole blood, drawer and follow the
plasma or serum into the on-screen prompts.
disc.
Exit Next Back Exit

SelectNext andBack to movethroughtheinformationscreensandEexit to closethem.

2.6 ReagentDiscs
2.6.1 Disc Structure and Function

All chemistryreactionsareperformednsideclearplasticreagentliscs speciallydesignedo converta
few dropsof wholeblood, plasmapr serumnto a panebf testresults.Eachdisc containgll
componentand reagentseededo perform one or morsts on a singlsample.

A total of 30 cuvettesarelocatedaroundtheouteredge:
bar code ring

A four system cuvettes contain QC reagent

. . . cuvettes

beaddor instrumen@andchemistryquality

control sample port
A minimumandmaximumabsorbance

cuvettes are used for calibration

diluent container
A aspeciallydesigneduvettedetectsvhether
_ sample fill line

samplevolumewassulfficient
A acuvetteverifiesthatsufficientdiluted samplewasdeliveredto thereactioncuvettes
A anemptycuvettecollectsexcesdluids
A 21 cuvettesontaintestspecificlyophilizedreagenbeads
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Thebar codering attachedo thetop of thedisccontainscalibrationdatafor thespecificchemistries

in thedisc.It alsocontainghediscidentificationcodelot numberandexpirationdate.Theanalyzer
automaticallycheckghecodeandrejectsanyexpireddisc. Thebarcodering alsoprotectsheoptical
surfaces of the cuvette from fingerprints and debris, and helps minimize analyzer contamination by
capturing small drops of blood that may be on the disc surface.

Thesampleport provides accesto thesamplechamber. It is markedoy anarrowpointingto a
moldedcircle ontheupperdiscsurface Whenenoughsamplehasbeenoadedthesamplefill line
forms between two molded arrows on the disc surface.

A sampldiluent is sealedn acontaineinsidethecenterof thedisc.At thebeginningof thereaction
cycle, the analyzer opens this container and releases the diluent.

Theanalyzerseparatea lithium-heparinizedvholebloodsampleby centrifugation (higtspeed
spinning)nsidethedisc.PlasmandserumsamplesreunaffectedPreciselymeasuredjuantitiesof
sampleanddiluentaredeliveredio themixing chamber. Centrifugalandcapillaryforcesthendeliver

the dilutedsampleto thecuvetteswhereit dissolveghe reagenbeadsandinitiatesthe chemical
reactionsReactiorproducts in the cuvettes are then measured photometrically (using the properties
of light).

2.6.2 DiscStorageand Handling

CAUTION: Discsarefragile 8 alwayshandlewith care.Do nottap discsonthetableor work
bench to empty the sample pdtever use a disk that has been dropped.

Inspecteveryreagentdiscfor damagebeforeuse.Neverusea damagedlisc.

>

Store the disc as described on the label to keep reagents stable wxjdithton date
(printedonthefoil pouchandencodedn thebarcodering). Theanalyzerautomatically
rejects any expired disc.

>

Thedisc canbeuseddirectly from therefrigerator(storedat 2i 8°C [361 46°F]) without
warming.

>

Thedisccanremainin its sealedoouchatroomtemperaturdor a cumulativeperiodof
48 hours. Any longer may cause it to become ineffective or unusable (for example,
chemical suppression and disc cancellations).

>

Do notexposdhedisc(in or outof foil pouch)to directsunlightor to temperatures
above 32°C (90°F).

>

Inspecttheunopenedoil pouchfor tearsand/orholes.A damagegouchcanallow
moisture to reach the disc and reduce reagent performance.

>

Openthediscpouchat the notchon thetop right edgeof the package.
Note: Youmustusethediscwithin 20 minutesof openingthepouch.
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>

>

>

Oncethepouchis opened, dmot placethediscbackin therefrigerator for lateuse.

Keepthediscclean.Handleonly by theedgego avoidsmudge®ntheopticalsurfaces.
Use a lintfree tissue to remove any spilled blood from disc surfaces.

Optional: Write the patientidentification
Write patient

number on the disc surface in the space ID here

shownatright. Do notwrite anywhereelse
on the disc or on thiear code ring.

Hold thediscflat afteraddingthe sampleor
control to avoid spills.

WARNING: BIOHAZARD: USED REAGENT DISCS CONTAIN BODY FLUIDS FOLLOW GOOD

2.7

LABORATORY WORKING PRACTICESHANDLE ALL USED DISCS AS IF THEY ARE
CONTAMINATED WITH HEPATITIS OR OTHER INFECTIOUS DISEASES. CHECK WITH
THE APPROPRIATE STATE AGENCY REGARDING DISPOSAL REGULATIONSFOR MORE
INFORMATION, SEEAi WIVERSAL PRECAUTIONSO ON PAGE 1-2.

Installing a Printer PaperRoll

Opentheprintercover.If theprintercontainsaroll of
paper, remove it.

Removehewrapperfrom thenewpaperroll, thenunroll
several inches of paper.

Putthepaperroll into theprintersothatit unrollsfrom
thebottomandout towardthe front of theanalyzeras
shown.

Make sureseverainchesof paperextendout of the
printer slot.

Presghecovercloseduntil it locksinto place.

Pull gentlyon theendof the paperuntil it is taut.

SetupandDescription 2-9



2.8 Ancillary Products

To orderconsumablesr suppliessuchasreagentliscs pipettestips, printerpaperor controlsamples,
contact your authorized distributor Abaxis Customer Service.

Operational Materials Catalog Number
Pipette tips, disposable, pack of 96 Abaxis #500-9007
Mini pipette, 100 ml, gray Abaxis #500-9006
Internal printer paper rolls, box of 6 Abaxis #1100-4410
Fan filter, covered Abaxis #1987-0009

2.9 Optional Accessories

Thesdtemscanbeattachedo theanalyzewusingits USB ports:

A USBkeyboard

A Externalprinters:contactAbaxis TechnicalSupportfor specificmodels

A BarcodescannerscontactAbaxis TechnicalSupportfor specificmodels
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TestingandResults

This section provides general introductarformation about
thePiccoloXpressanalyzerreagentiscs,testproceduresand
test results.

3.1 SampleRequUIreMeNtS.......ccovvvieieiiiiiieiieeee e 32
3.2 Preparingthe ReagenIsC.............ccoccvviiiiiiiiennnnnnns 34
3.3 Running a PatientSample..........cccccveeviiiiiiiieeeieeeee. 36
3.4 CancelingANAIYSIS........ceviiiiiiiiiii e 311
3.5 RESUIS.....eiiiiiiiiiiiieec e 311
3.6 TestingProcedure SUMMArY...........cveveeiiiiieeeeieanenen. 3-16
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3.1 SampleRequirements

Note:

A

>

>

b

> >

>

>

>

Theanalyzeracceptdithium -heparinized wholeblood,plasmapr serum
samples.

Lithium heparin is theonly anticoagulantecommendetbr usewith thisanalyzer.

Whencollectingthesamplein lithium heparincollectiontubes ill thetubeat least
halfway so that it does not become too concentrated in the sample.

If using CLIA '88 Waived reagentdiscs:only lithium-heparinizedvholebloodcanbe
used as a sample.

If performing a BasicMetabolic PanelPlus: only lithium-heparinizeglasmaor
serum can be used as a sample. Heparinized whole blood cannot be used.

A samplesizeof 90i 120 L is required.

Wholebloodmustbeanalyzedvithin 60 minutesof collection,or separatethto plasma

or serum.

To preventdamageo redbloodcells(hemolysis)do notrefrigerateor shakewhole

blood.

Plasma or serum can be stored at room temperature for no longer than five hours after
centrifugationlf storagefor morethanfive hoursis required refrigeratethe samplen
thestopperedubeat 2i 8°C (36 46°F)for nolongerthan48 hours,or storeit at-10°C

(14°F) for up to five weeks in a freezer with no s#gfrost cycle. Thisvill avoid

clinically important changes in most analyte concentrations.

Foraccurataeglucoseandlipid results the patientshouldnoteator drink (fast)for atleast
12 hours before the sample is collected.

WARNING: OPERATOR HEALTH AND SAFETY REGULATIONS REQUIRE THAT UNIVERSAL

PRECAUTIONS BE OBSERVED AT ALL TIMES WHILE HANDLING HUMAN BLOOD
SAMPLES ORWORKING WITH THE PICCOLO XPRESS CHEMISTRY ANALYZER IN ANY
WAY.

FOR DETAILS, PLEASE REFER TOOSHA 29 CFR RRRT1 9 1 0 CCUPAT@NAL
SAFETY AND HEALTH STANDARDSO ) TANDSRD NUMBER 1910.103Q fioXIC AND
HAZARDOUSSUBSTANCES BLOODBORNE PATHOGENSO )WHICH CAN BE FOUND BY

Y

GOING TOHTTP://WWW.OSHA.GOV AND SEARCHINGFORN 1 91 0. 1030. 0

WARNING: OPERATORS MUST ALSO BE AWARE OF STATE AND LOCAOSHA BIOHAZARD

REGULATIONS THAT MAY SPECIFY REQUIREMENTSIN ADDITION TO THE FEDERAL
REGULATIONS, AND MUST ALSO ENSURE COMPLIANCEPROCEDURESARE IN PLACE.
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3.1.1 TestTubeOrder (ISO 6710:2017)

To preventcontaminationalwaysfill testtubesin this order:

1.

2
3
4.
5

Light blue top: Sodiumcitratefor coagulatiordeterminations
Gold top: SSTtubewith clot activator

Redtop: Serumonly, no anticoagulant

Greentop: Lithium heparini anticoagulantor chemistryonly

Lavendertop: EDTAT anticoagulantor hematologyonly

CAUTION: Do notremovea samplefromthediscandtry to reintroduceit to thedisc.

Neverplacegreentop tubesin a testtuberocker.
Store samples at room temperature, and use within 60 minutes.
EDTAcontaminatiorseverehaffectsresults,especiallyCaandK+.

Use of a sodium heparin tube will falsely elevate Na+ results.

3.1.2 Venipuncture UsingVacutainer or Syringe

Wholebloodsamplesnustbe collectedusinglithium heparin Excessheparincan interferavith certain
chemistrieandcancausedilution. To preventthis, fill thevacutainetube atleast halfwaywith
samplethen mix well by gently invertingwo or thregimes.

Thefollowing venipuncturanethodsareavailable:

A

Note:

>

Preferred method: collect samples directly into a lithium heparin vacutainer
tube (greentop). If additionaltubeswill befilled, collectin thefollowing orderto
prevent adverse effects on resultl) light blue, (2) gold, (3) red, (4) green, (5)
lavender.

Syringe with no anticoagulants Draw the sample, remove the needle, remove the
tubetop, thenimmediatelyaddthe sampleto lithium heparin(greentop). Gentlyinvert
the tube two or thregmes to mix.

Do notshakethetubeor hemolysiswill result.
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3.2 Preparing the ReagentDisc

A Seeil Re a B e s enpaye2-7 for completeénformationonreagentliscs,including
handling instructions. Make sure you #neroughly familiar with this information
before using the analyzer.

A Seeil Sa mpd ceu i r empaged2fopsamplehandlingandstoragerequirements.

CAUTION: Analysismustbeginimmediately(no morethan10 minutes)after placingthe
sample intadhe reagent disc.

CAUTION: Discsarefragilei alwayshandlewith care.Do nottap discsonthetableor work
bench to empty the sample pdtever use a disk that has been dropped

CAUTION: Inspecteveryreagentdiscfor damagebeforeuse.Neverusea damagedlisc.

3.2.1 Stepld Dispensehe Sample

Useamicropipettgoneis includedwith theanalyzerpr othertransferdeviceto dispense
approximatelyl00 uL of sampleinto the disc through the sammleamber.

Write patient
ID here

CAUTION: Wearpowderfreegloveswhile handlingreagentdiscsor operatingtheanalyzer.
Powdercaninterferewith theanalyzer'soptical components.

1. Fill thesamplechamber.

a. Firmly attachanewtip to theendof the Piccolo 10Qul pipette.

Testingand Result 34



b. With the index finger or thumb, push the pipette button
to thestoppositionandholdit downfor samplepickup.

C. Immersethetip 2-3 mm belowthe surfaceof thesample,
as shown.
d. Slowlyreleasehebuttonto pick upthesamplePause, _

then remove the pipette from the sample tube.

e. Makesuretherearenoair bubblesor air gapsin thepipette
tip.
f. Placethe pipettetip into thediscsamplechamberandtilt

thediscto 45° with the sampleportabovethefill line, so
thattheentiresampléeflows into thesamplechamberThe
tip should touch the sample chamber, as shown.

g. Pushtheplungerdownwith aslow,continuousnotion.
Takecarenotto overfill thesamplechamberA 90 L
sample will fill the sample chamber and form a line
betweerthetwo arrowsmoldedonthedisc.Morethan
120pL will overfill thechamberwhichcancauseanalyzer
contamination and contribute to component failures.

h. Keepthepipetteplungerpressedalownuntil thetip is removed
from thesampleport.

i. Discardthepipettetip into abiohazardcontainer.

- Cleanthedisc.Usealint-freetissueto removeanysamplespilledonthe outside
of the disc, taking carhat the tissudoes not withdrawany sample from the
sample port. Dispose of the tissue in @haizarccontainer.

2. Optional: Labelthedisc.Write the patientlD onthediscsurfacejn thespaceasshownon
page 24. Do not write anywhere else on the disc or on the bar code ring.

3. Carrythediscto theanalyzerHold it by theedges anéeepit level to avoidspills.

CAUTION: Do notremovethesampleandthentry to reintroduceit to thedisc.
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3.3 Running a Patient Sample

This sectionincludesdetailed stepby-stepinstructiongor performinganalyses.

Note:  Theanalyzerncludesa numberof optionaldatafunctionsthatcanbeusedo entermore
detailed information about samples. In this manual, the steps for these functions are

marked with the Advanced Setting icon: Thescreendor thesgunctionsappearonly
if the functions are enabled.

If a screenshownin a procedurestepin this manual doesnot appearon the analyzer
screen, skip that steigFor details about these functions, seéJs i ng Opt i onal
Funct onpaged-89)

1. Turnon the analyzer by
pressinghePowerbuttonon
the front of the analyzebo ey

|
this before taking discs from RS I/S7 &
the refrigerator. @ — 7 N7 /
# AL
Vg{,ﬂ"' o

Theanalyzewill startup,then

perform a self test. (For
informationabouttheanalyzer

selftest, seé@ Qual ity Contr ol
Featuresd)on page 6

The display will show I TR

Warming if theanalyzer Warming
needs timéowarmthedisc
chamber to operating

temperature.

Whentheanalyzereaches ﬁ s m
operatingiemperature,
Analyze will show on the
Home screen.

oan

Tuesday 4 Sep 2012 11:33
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2. SelectAnalyze on the
touchscreeto openthedisc Ol Biivesy

Close drawer to analyze a
drawer. pn

Thefollowing messagewill

appear. —_—
T
Note: Select the information icol..’ in the Load Disc screen to see an outline of the basic

analysisprocedure SeleciNext andBack to movethroughthescreensandExit to close.

3. Placethediscin therecessedreain thedrawer.

4. SelectClose to closethedrawer.

Closing Drawer..

5. Optional: EntertheoperatodD, thenselectDone.

Theoperator 1Dis astringof upto 14 numbersand/orcharacters.

Theright arrowkey (w ) functionsasadash(i ), andtheleft arrow
key (v ) functions as a backspace.

o e N
V\.DO'\L.\J

€

Cancel
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Note:

selecthesampldypeliom  pErr— T
the dISplay ér’an?nr Patient

| I
|{Control Control
| |

Theexampldigure ontheleft ey
shows the default selections: {control 2
Patient andControl . The
choicesyouseedepenconthe |

a n al ycanfgurétien(See VAN A4 A W4

nUsing Option N

tionso -20n page 4

|Special 1

Thecorrectsampletypeis necessaryor resultsto beinterpretedcorrectly.

Optional: Selectthepatient'sgender. [ sedee

Unknown
Male

Female

Optional: Enterthe patient'sageusingtheup (r ) anddown [ e |
(s ) arrow keys. Adjust the units as needed, then select

Done. 0 [ 2 |3 Yrs.]
Ay 2 1R
Nl P
Back Dane
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9. EnteranID numberfor thesample(upto 14 characters)thenselecm

Done. {‘_‘33456'35«39(‘.7
1| R B
e 6
B R
AR TR s
abc
10. Optional: EnteranalternatdD (upto 14 characters)hen
selectDone.
11234567890 i
L2 =2
Al iy LG
Aol [ B RS
1" ["oull s
abc
Cancel
11. Theanalyzewill thencheck [ e e
the disc type and begin Analyzing Sample... Analyzing Sample...

processig the sample.

Determining disc Comprehensive

type... Metabolic Panel

o

Note: Anerror will appearif thediscis thewrongtypeor hasexpired.Repeaivith an
unexpired disc of the correct type.

12. Whenthesamplés finishedprocessingtheanalyzemwill store e v
the results and show that the analysis is complete.

Analysis Complete
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13. Theanalyzewill automaticallyprint analysigesults.

If theresultsdonotprintautomaticallytheycanberecalledrom memoryandprinted.(See
ASearching for-3)Resultso on page 5

Note: Besureto checkthe printout for anysuppressedesults,markedwith thesesymbols=~~~
14. SelectOpen to openthedisc
drawer. Opening Drawer..
To analyze additional sample,
load new disc
#

Close

15. Remove thalisc from thedrawer.

WARNING: BIOHAZARD: USED REAGENT DISCS CONTAIN BODY FLUIDS FOLLOW GOOD
LABORATORY WORKING PRACTICES HANDLE ALL USED DISCS AS IF THEY ARE
CONTAMINATED WITH HEPATITIS OR OTHER INFECTIOUS DISEASES. CHECK WITH
THE APPROPRIATE STATE AGENCY REGARDING DISPOSAL REGULATIONSFOR MORE
INFORMATION, SEEN WMIVERSAL PRECAUTIONSO ON PAGE1-2.

16. Toanalyzeanothersamplejnsertanewdiscand repeathe aboveprocedure.

17. Whenfinished,selectClose to closethedrawerandreturnthe

analyzer to standby mode.

Analyze

€
<
L

Testingand Result 3-10



3.4 CancelingAnalysis

Occasionallyyoumayneedto cancelananalysisn progress.

1. SelectCancel onthetouchscreen. [ e

Cancel Analysis?

Cancel

2. SelectCancel againto

Conﬁrm- Opening Drawer...

. To analyze addil:lon_al sample,
Theanalysigs cancelecnd KEEERcel
the discdrawer will open. e

[EEE e

3. Removethediscfrom thedrawer.SelectClose to closethedrawer.

Theanalyzeiis now readyto performanotheranalysis.

3.5 Results

Analysisresultsarestoredin memoryandprintedautomaticallyandcanalsoberecalledandprinted
laterasneededlf theanalyzeiis connectedo anexternalcomputertheresultsare automatically
transmittechs sooras they arealculatedseen Connect i ng a Ce2n(seet er 0 o0 |
nPri nad®pmpé readnpaged-dfor thebasicprocedureandequationsisedo calculateanalyte
concentration$.
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This figure shows a typical results printout. The headiolydes
. . . . PICCOLD XPRESS
informationsuch as the reagent disc type, teeand time, sample DEMONSTRATION SOFTHARE
. COHPREHENSIVE METABOLIC PANEL
type, patientor controllD number alternatdD number,genderage, 11 HAR 2013 01:15 PH
R . SAMPLE TYPE: PATIENT
operatoidD numberdisclot numberandanalyzerserialnumberResulty earienr 1o 77752
ALTERNATE 1D: 14789
are printed in four columns: chemistigme, analyte concentration, | eewoer: FENALE
RAGE: 27 YEARS
referenceange and specifiedinits. Theprintouthasanadhesivéacking | - ace: BLACK
DISC LOT NUMBER: 2347E
so it can easily be placed into the patient's file. SERIAL NUBER: 000003015
, , y WA+ 137 126-145  WNOL/L
Each disc contains reagemtsdetect exposur®e extreme conditions | « a0 s.e-s.1 WeoL/L
Lo ) ) TCO02 26 18-33  MMOL/L
suchastemperatur@andhumidity. Themessag@C OK is printednear | -  10s  ss-108 wroL/L
R . GLU 96 73-118 MG/DL
thebottomwhenresultsarewithin theexpectedangeslf theyarenot, A 9.2 8.0-10.3 Ho/DL
- . . . BUN 15 7-22 HG/DL
the results will not print and the disc drawer will open. CRE 0.9 0.e-1.2  He/OL
EGFR 60 C HL/HIN
ALP 91 42-141 usL
ALT 29 10-47 usL
AST 25 11-38 usL
TBIL 0.9 0.2-1.6 HG/DL
ALB 4.4 3.3-5.5 a/bL
TP 7.8 6.4-8.1 G/DL
< ac [114
P ICT 0

3.5.1 Interpreting Results

Note:

Aswith anydiagnostictestprocedureall othertestprocedures includingtheclinical
status of the patier should be considered prior to final diagnosis.

A Resultdfalling outsidethereferencerangeareindicatedin the resultsby anasterisk(*)
printed next to the analyt®ncentration.
A Resultsfalling outsidethe dynamicrangeareindicatedin theresultsby alessthan

symbol(<) printednextto thelowestvalueof the dynamicrange,or agreatefthan
symbol &) printed next to the highest value of the dynaraitge.

Forexamplethedynamicrangeof glucosds 10i 700mg/dL. A sampleconcentratiorof
glucosebelowthisrangewould be printedas<10 mg/dL , andaconcentratiorabovethis
range would be printed 2300 mg/dL . Results outside the dynamic range should be
reported as being below or above the value indicated
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Note: If any result for a particular test exceeds the dynamic range, analyze the sample by
anotherapprovedestmethodor sendit to a referral laboratoryfor analysis.Do not
attempt to dilute the sample and-ren it on the analyzer

Extensivanalyzertestinghasshownthatin veryrare instancesa samplemaynot flow
smoothlyinto the sample chamber, and not enough saims@ealyze. This can cause
several results to unexpectedly fall outside the reference ranges. If this happens, run
the sample using a new dis@For details,seé | nst r ument and Resu
page 72, and especially the table page 73.)

b

The sample indiceare included at the bottom of the results printout. These indices
indicatethedegreeof hemolysis(HEM), icterus(ICT), andlipemia(LIP) foundin the
sample, measured on a scale of 0 (clear), 1+ (slight), 2+ (moderate), and 3+ (gross).

3.5.2 TroubleshootingProblem Results

A Thesymbols~~~ areprintedin placeof numbersvhenaresultcannotbedetermined
thatis, whentheresultis suppressed’hismayhapperdueto impropermixing of a
reagent bead with diluted sample, a nonlirreaction, an endpoint of a particular
reaction not reached, or a concentratio
chemistry is suppresseg~~), the analyzer will prompt to print an error report.

A CONFIRM LOW RECOVERIES with an exclamation point)next to every analyte
indicateghatatleastoneof theanalyteshasalower concentratiorthatwould normally
be expected. If this occurs-nen the sample. If it happens again, the sample may be
problematic.

A HEM,LIP, orICT is printedin placeof the analyte concentrationtlie interferent has

adverselyaffectedtheresultsLIP is alsoprintedif both lipemia and icterus have been
affected HEM is also printed if hemolysis and icterus, hemolysis and lipemia, or
hemolysisJipemia,andicterushaveaffecteda particularanalyte Examinethe sample
indices to determine if more than anéerferent is affecting a particular result.
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3.5.3 Lactate Dehydrogenasd€LD) Assay

A

b

b

A

Blood cells contain significant levels of LD, and therefore all LD assays are sensitive to
hemolysiscausedy releaseof LD from redbloodcells. In thefollowing circumstances,
theresultsareannotatedo helpinterpretLD activity in the presencef smallamountsof
hemolysis.

If HEM is greatetthan50 andlessthanor equalto 100mg/dL, theprintedLD valueis
followed by arH, indicatingadditional influence from hemolysis.

If HEM is greateithan100andlessthanor equalto 150mg/dL,theLD valueis preceded
by < and followed byH, indicating that the true LD recovery is less than reported.

If HEM is greatetthan150,noresultwill beindicated,andonly HEM will be printed.

3.5.4 EndogenousSubstances

Theanalyzejudgesthequality of eachsampleandusedight (spectrophotometricallytb measure
the concentrationsf endogenousubstancefr each runThelevelsof HEM, LIP, andICT are
shownat the bottom of each result tape or on the touchscreen.

Levelsare scoreds 0, 1+, 2+, or 3+ depending levelsof eachinterferent.Thefollowing table
showsherelationshippbetweerthesescoresandtheapproximateoncentratiof eachendogenous
substance in the sample.

Correlation of Sample Index vs Endogenous Substance Concentration

Endogenous Substance
Index Concentration (mg/dL)
HEM 0 <20
1+ 020to < 45
2+ 045to 0181
3+ > 181
LIP 0 < 150
1+ 0150 and < 221
2+ 0221 and 0301
3+ > 301
ICT 0 <28
1+ 02.8and<5.5
2+ 05.5and 010.5
3+ >10.5
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Theeffectsof endogenousubstanceBavebeencharacterizeébr eachof the Abaxisanalytetest
methodsandcut-off levelshavebeensetfor each.Theresultwill beautomaticallysuppressedndin
its placeHEM, ICT, or LIP will beindicatedif thetestresultswill be negativehaffected.Thetable
belowlists the concentratioabovewhich an analytenightbe negativelaffected.

Endogenous Substance Cut-off for Abaxis Analyte Test Methods

HEM LIP ICT
Analyte (mg/dL) (mg/dL) (mg/dL)
ALB 2580 4200 37
ALP 1000 1600 37
ALT 1300 2200 17
AMY 1300 1600 26
AST 430 1436 17
BUN 2580 4200 37
CA 2000 1500 26
CHOL 1400 3900 25
CK 1000 1600 42
CL- 1300 2000 34
CRE 688 3000 7
DBIL 200 600 N/A
GGT 1300 1600 26
GLU 1790 750 37
HDL 400 1000 17
LAC 500 3000 15
LD 150 1720 64
K+ 300 2000 17
MG 1000 1500 38
NA 2000 2600 25
PHOS 400 1100 42
TBIL 420 1500 N/A
TCO2 1300 2200 17
TP 2580 1000 14
TRIG 750 1000 42
UA 1100 1500 6.5

If thesampldsidentifiedashemolytic,collectanewsampleandrunanotheisc.Abaxisrecommends
thatthenewsamplebeseparatethto serumor plasmasothatthedegreeof hemolysiscanbeverified. If
thenewsamples hemolytic,useanalternativetestingmethodor sendthe sampleto areference
laboratory Samplesvith hematocriin exces®f 60% packededcell volumemayappeaontheresult
card aHEM. Followtheinstructionsabove for retestingemolyzedamples.
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High lipemiamaybedueto diet. Havethe patientfastfor atleast12 hoursbeforecollecting another
sampleForsuggestionsntestinggrosslylipemicorictericsamplesseel Tr o u b | eapageot | n g ¢
7-1. Forgrosslylipemicsampledrom fastingpatientsor for ictericsamplesyseanalternativetesting

method or send the sample to a referdaberatory.

3.6 TestingProcedureSummary

3.6.1 PiccoloXpressChemistry Analyzer

A Makesuretheelectrical outleusedfor theanalyzeiis grounded.

A Makesuretheambienttemperaturén thea n a | yloratianié k5i 32°C (59 90°F).
A Do notdisconnecthe powerto theanalyzemhile runninga sample.

A Keeptheanalyzemdrawerclosedwhennotin use.

A Do notattemptto repairtheanalyzer, ashis mayvoid thewarranty.

C Seeil Tr ou bl empaged-1 fortraulleshootingrocedures.

C Seel Ma i nt e nSaenrcvainpagaeddl for regularmaintenanceéasks.

3.6.2 ReagentDiscs

CAUTION: Discsarefragile 8 alwayshandlewith care.Do nottap discsonthetableor work
bench to empty the sample pdtever use a disk that has been dropped.

Inspecteveryreagentdiscfor damagebeforeuse.Neverusea damagediisc

A Do notuseexpireddiscs.Theexpirationdateis printedon thefoil pouchandis
encoded in the bar code.

A Storeall discsat2i 8°C(36i 46°F)asdescribedntheirpouchlabels.Discsmaybeused
directly from the refrigerator.

A Keep reagent discs clean. Usmvderfreegloves, andouchthe discs only along the
edgedo avoidfingerprintson the cuvetteoptical surfacesRemovesamplespills onthe
outside of the disc with a lifitee tissue, and make sure the tissue does not withdraw
any sample from the sample port.

A After addingthesample, holdhedisclevelto avoidspills.

A Neveruseadiscthathasbeendropped.

A Usethediscwithin 20 minutes of openingthefoil pouch.

A Runthediscwithin 10 minutes of addingthesample.
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3.6.3 Samples

A

>

> >

CAUTION: Do notremovea samplefromthediscandthentry to reintroduceit into thedisc.

Analyzewhole blood samples withir60 minutesof collection.

Fill thelithium heparinspecimercollectiontubeatleasthalf-way to ensurethe
sample does not have a high concentration of anticoagulant.

To preventhemolysisdo notrefrigerateor shakewholebloodsamples.

When adding blood to evacuated collection tubes, remove the needle from the
syringeandthe stopperfrom thetube,andgently placethe sampleinto thetube.(If
sample is injected through the stopper, hemolysis may occur.)

Note: Alwaysfill evacuatedtollectiontubesin thisorder (ISO6710:2017):

1. Light bluetop: Sodium citratdor coagulationdeterminations.
Goldtop: SST tube witklot activator.
Redtop: Serunonly, no anticoagulant.

Greentop: Lithium heparin.Anticoagulantor chemistryonly.

o ~ 0D

Lavendertop: EDTA.Anticoagulanfor hematologynly.
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Configuringthe
Analyzer

This sectiondescribesowto configurethe PiccoloXpress
chemistry analyzer to achieve the best performance.

Herearethe mainanalysigasks:

A Reviewi U s thaSgttingsS ¢ r eorpages-2 to see
how toadjust analyzer settings.

A Change reference ranges to be specific to the patient
populationandprint, transmit,or archivetheseranges:
C ACust oRefemicdR @ n gom gage 42
C A Pr i antdArchigng Referencdka n goms 0
page 411
C A Tr an s Refetencdkia g gonpages-13
A Adjustanalyzemenerakettingsasneeded:
Vi e Wnalyzgrl nf or noagage®l® o
C h a nOpteandjT i man paged-15
Sel ehet a mg ucnpgaged-16
Sel ednti iompgyed-17
S e tSoundve | u rorepaged-21
Ad | uteeDi B @ dnpaged-22
P r iSrett & ronpapet-@4
i S e t GQommugicatiorP r o t ompagk4é8

0
1 S ! - 1]

1]

St

1]

O 0 0 0 0 0 0 0
=}

i Us OpmtignalDataF u n ¢ t dnpaged-20
C iSecBet t gnpapgsl-B4

A Runcontrolsamples:
¢ ARunNCiomg onpags 481

Note: Whenavailable,selecttheinformationicon
() for additionalhelp.
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4.1 Usingthe SettingsScreen

Thefollowing showsthegenerapaththroughanalyzemenudo performtheprocedures this
section.These procedurese availablevhenevethe analyzedisplaysthe Homescreen.

4.2

oen

In theHomescreenselectthe Settings icon.

Thefirst AnalyzerSettingsscreeris for adjustingthedateandtime, languagesound,
display, and printer, or to view basic analy@gormation.

€
™
. : °
SelecttheMore Settings icon.

ThesecondAnalyzerSettingsscreens thestartingpointto makeadditionalsettingswork
with reference ranges, angdate analyzer software.

SelectHome to returnto theHomescreen.

Customizing ReferenceRanges

The analyzemmcludesanumber of factorsset analytenddemographiceference ranges for use
analysisTherangexanbe modifiedasneededaswell ascreateor removecustonmrangespr return
all factory ranges to their default settings.

Note:

Whenmodifyingreferencesanges changeherangesin eitherCommorunitsor Sl
units, not both. The analyzer automatically converts units.

o
L]
In theHomescreenselectthe Settings icon.
«
G
. . [
SelecttheMore Settings icon.
SelecttheReference Range Settings icon.
2
.
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4. InthelncludeReferencdRangescreen:
C Tomodify thelastreferenceangethatwaschangedselect
Last Modified , thenskipto step5 on page4-4.

C Tomodify anyreferenceange selectAll, thencontinuewith
the next step below.

5. TheModify Referencd&rangescreerwill openwith alist of the
following procedures:

C Modify thereferenceangedor aspecificanalyted see
below.

C Modify thereferenceangedor aparticulardemographi®
seepage 45.

C Add areferenceangefor anewdemographi® seepages-6.

Removeareferenceangefor ademographi® seepage4-9.

L Q)

C Restorall factoryreferencaangedo their defaultvaluesd
seepage 410.

4.2.1 Modifying ReferenceRangesfor an Analyte

Changehereferenceangedor aspecificanalyteasfollows.

1. IntheModify ReferencdRangescreenselectAnalyte .

Last Madified:ALB

All

Back

Back

Analyte

Demographic

Home:

Back Home:

Configuringthe Analyzer
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2.

5.

6.

In the Analytescreenselecttheanalyte.

Usetheup(r )anddown(s ) arrowkeysto scrollthroughthe
list.

Selecthep a t | gendér.d s
Selectthereferenceangeto modify.

Usetheup(r )anddown(s ) arrowkeysto scrollthroughthe
list.

Usethecontrolsto settheupper andower limits for therange.
C Usetheup(r )anddown(s ) arrowkeysto adjustthe
values.
C SelectClear to setbothlimits to zero.
C SelectDefault to usethefactorydefaultvaluesfor therange.

SelectSave to storethechanges.

VAN v

Back Home

Unknowri
Male

Female

{Control | 0.0-0.0 |g/dL

|
{Control 1 | 0.0-0.0 |g/dL
! 4 +

|Patient | 3.3-5.5 |g/dL

|Special 1 |0.0-0.0 |g/dL

Lower Upper

| 3.3 Wl 5.5 |
A JAN
Vv v
Clear Default
Cancel Save
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4.2.2 Modifying the ReferenceRangesfor a Demographic

Usethis procedurdo modify thereferenceangedor aparticulardemographicpatienttype, or control.

Analyte
Demographic

1. IntheModify ReferenceRangescreenselectDemographic . Back tioms

2. IntheDemographicscreenchoosehepatientor control
demographic to modify. (Add Demographic

|Remove Demographic

Usetheup(r )anddown(s ) arrowkeysasneededo scroll '

|Factory Default Demoaraphics

through the ||St ?Patuz-n[

|Control

A Vv

Back Home:

3. Patient demographic only: selectthegender.

Unknown
Male

Female

Back
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4. Theanalyzemwill displaytherangedor
the patient or control demographic.

Select the analyte to adjust. If needed, use
theup(r )anddown(s )arrowkeysto
scroll through the list.

5. Usethecontrolsto settheupper
and lower limits for the range.

, Lower : Upper
C Usetheup(¢ )and [ 3.3 J| 55 |
down(s ) arrowkeysto AN ZA
adjust the values. % M —
C SelectClear to setboth P e
limits to zero.
C SelectDefault to use the
Cancel Save

factory default values for
the range.

6. SelectSave to storethechanges.

4.2.3 Adding a Demographic

Usethis procedureao addreferenceangedor aparticulardemographic.

1. IntheModify ReferencdRangescreenselectDemographic .

Analyte

Demaographic
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