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Instrumentinformation

PathComSlide StaineModel: SS1
Sotware Version:4.0

Computer Configuration:

Laptop or Desktop Computaith Mouse
Instrument Communications Interface: USB 2.0
USB Cablmust be <3 meters (10 feet)

The use of this instrument is fully licensed underS. Patent no. 5,839,09U.S. Patent no. 7,476,543; U.S.
Patent no. 7,635,453; and U.S. Patent no. 7,977,086 B2.

Software Product License

IMPORTANT: Please reae titense carefully before using this Software. The right to use this Software isdjyrante
only if the Customer agrees to the terms of this license

HOWEVER, USE OF THIS SOFTWARE INDICATES YOUR ACCEPTANCE OF THESE TERMS AND CONDITIONS.
In return for the paynent of the applicable one time license fee included with the purchase price of the

instrument, PathCorrgrants the user a license to use one copy of the Software subject to the following terms and
conditions. No title or ownership of the Safre is conferred with this license.

The Software may be used on oRathConSlide Staier.

The Sétware may not be copied.

The Software may not be disassembled, decompiled, decrypted or reverse engineered.
PathConreserves the right to terminate thigcense upon breach. In the event of termination at
PathComd St SO A 2y Ioftarefmusha refired toPafiCoin K S {

5. No title or ownership of the Software is conferred with this license.

NS
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Safety

Report any serious incidents related to this device to your loPatthConrepresentative and tle state's
competent authority. Contact your local represeative if you have any questions or concerns regarding safety

Protection from High Temperature:&

The instrumentis equipped with a safetinterlock systenso that thedoor remains locked wting instrument
operation. However, the heates inside may reach high temgaures. @Gre must be exercexd to make sure that
the heatershave cooled down sufficientlypeforeremoving the slides.

Protection from Moving PartsA

The instrument is equipped with a safeiyterlock systen so that thedoor remains loked duringinstrument
operation. Theinterlock will automatically enggeto restrict accesdo the insideof the instrument while it ighe
instrument is in operationNever tamper with the safety interlock system.

A\

Use of Haardous Reagent¢
Some reagents used on the instrumenay be considered hazardsu Hazardous reagent wastes shibe
disposed of according to local, state and fedeegjulations. Wear appropriate Personal Protective Equipment to
prevent exposurelt is the resposibility of the user to comply with the local, state and federal retjoites.

MaintenanceA

Do not attempt to service theénstrument unless instructed to do so byechnical SupportDoing so will void the
warranty. Removirg the back panel may also electrical hazard.

Theinstrument must be unplugged from the power source before thiger housing can be removedhe power
supply is connected to 120/240V power source amel power cordnust be disconnectettom the AC power qrt
before any maintenance work is started.

Decontamination
Use bleach at 1:10 dilution econtaminate the insument. Do not use bleach with any other chemicals because
it mayreact and create toxic fumeBecontaminate in a well veitated room.

PathCom Operating Manal, Rev.L 6



Section 1Introduction

Intended Use of theequipment

ThePathConslide Staineis a fullyautomatedslide processing systefor daining paraffirembedded and frozen
tissue sections, cytospins, cell smears and fine needle aspirates. This uniystesal is degined to automate the
manual staining methods rounely used in immunohistocheistry, in situ hybridizatiorand relaed appications

Quick Startup

ThePathConServiceTeaminstallsand testseachsystem to ensureptimal performance

Thesystemis fectory-installed witha set ofstandardprotocolsoptimizedfor use withthe PathCondetection kits
and its compréensive lineof readyto-use primary antibodies and probes

Flexible Programming

The PathConSlide Stainesoftwareimplementsusercusiomized protocad andslide-specific programminglhe
system provides intuitive programming routines, reagent armtedibading mapand aconvenientrun time
display. Each staining run can process 1 to 36 microscope $igelslidecan be programmetb run a different
protocol.

Economic Use

ThePathContlide Stainemaximizes efficiency by operating with smalluraes of reagent athwash buffer,
effectively reducing supply anslastedisposal costsThe system provides the flexibility to optimize geat
volumesand wash steps.

Reagent RFID Tags

Reagent RFIDagsstore programmableénformation sich as reagent naméot number andexpiration date. The
on-board RFID readescans and identifieeeagent vialgo automaticallydetermine if there are suffient resources
to complete a selected stainingqtocol.

Slide 2D Barcode Labels

ThePathConsSlide Stainesoftware provides a simplaser interface to generate and print 2D Barcode labels for
slides.Theon-board 2D barcode readescans and identifieslides toautomaticallyprogram a rurand trackslides.
All printed labels are heat and chemigakistant, allowng users to applglide labels prior to startinghe staining
procedure.

PathCom Operating Manal, Rev.L 7



Section 2System Specifications

ThePathConsSlide Stainesystem emjoysa unique integration of hardware, softwarend reagent chemistry to
provide full automation of immunohistocheoal staining methods. Thsectionprovides an overview of the
instrument and details the technical specifications

2.1. InstrumentOverview

1

Figue 1

Slide Deckolds 36 moduls, a reagent rack, ariprobe washstations.

X axis nechanismmoves the roboti arm from left to right.

Y axis mechanisroarries the Z head assembly and moves the arm from front to back

Z headAssambly consists of 2 independent Z axgdl aml Z2)situated on the Y arm.

Power Buttonturns the instrument ondff.

Door controls acces® the instrument.

Linear Solenoidocks the door.

Safety InterlockSwitchblocks unsafe access to the instrumevttile the robotic arm is in motian
Liquid LeveBensor(Z1 only) detects the liquid level in the reagent aiatl waste stationduring runime.
The system will issuewaarningwhen a reagent vial has insufficient volume or when a waste station is
overflowing.

©CoNoOA~LODNE
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n

oukw

8.

9.

10

2DBarcode Readescans the labelled slides on the slide deck wigrs protocols for the stining run.

RFID Readescansthe RFID I 33 SR NBI ISy id @Al ta (2 RSOISNMMAYS (GKS
updates the reagent usage information to the REdDs duringhe run.

Reagent Rackolds the reagent vials. Thereesd0 available reagenials positions.

Reagent Vial$iolds the reagents. 15mL and 7mL size options.

Pumps (Z1 and Z2)iraw and dispensbuffer and reagentshrough the inline tubing(max 5mL capaci}y
WashWaste Stationis anassembly located in the & left corner otthe ingrument and is used as a
cleaning station fothe reagentprobes. There is a purgg positionfor the reagent wastanda
percolatingpositionfor cleaning the outside of the probe each time a new reagent is used.

Hazardous WasthWaste Stationis a second mbe wash station dedicated to hazardous reagents.
Hazardous reagents will be separately dispenséal the hazardos waste station and will be coltged in
the Hazardous Waste Container.

Z1 Probdas aTeflorm-coatedstainless steleprobe thataspirates tle reagents from the vials/Hine wash
buffer and dispenses the reagents into the chambers.

Z2 probeis aTeflorm-coated stainless steel probe thaxtracts the reagent waste from the chambers and
aspirates/dispenses reagent during-board mixing.

10. Module is anassembly that holds 1 glass sli@6. modules per instrument.

Not pictured:
11. Tubing (Z1 and Z2)pnnects thepumpswith the probesto transferbuffer, reagentsand waste.

PathCom Operating Manal, Rev.L 9



Figure3

Feetadjusted b level the instrument oithe work surface.

Main Power Supplyconnects to the wall outlet and provides power to the instrument.

Power SupplySwitch turns the power supply on/.

ACPowerPortis the position to plug in the power cord.

Fanprovides coolingo the instrument and is electricacomponents

USB Ports the position to plug in the USB cable.

U-Ringis the positon to attach an arittheft chainto the computer.

Waste TubingBlue)connects the waste statioto the waste containeto transfer wase (gravity-fed).
Hazardas Waste TubingBlack)connects thevastestationto the hazardous waste contain&r transfer
hazardous wastégravity-fed).

©CoNoo~wWDNE
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Figure4

PathCom Operating Manal, Rev.L

7.
8.
9.

Side Retainer Clg(2) secure the module aio the
instrument declplate.

LED Lightlisplays heater status green (inactive) or
orange (active).

Hingesecures theslideat the back.

Chanber Chimneyeagentdispensatiorwaste
extraction point.

Slip Holderholdsthe chamber Movesto controlled
angles to &cilitate incubation and reagent
dispensation/waste extraction.
Chamber(consumableholds reagent/buffer on the
slideduring the incubtion and washes

Side Ra# (2) secure the slide on the left/right.
Heatermaintainstemperature during incubation
Slde Clipsecures the slide at the front.

Not pictured:
10. Glass Slidés a standard microscope slide to which

specinmen(s)are mounted for pocessing on the
instrument. Sandard dide dimensionsre 25mm x
75mm x Imm.

11



2.3. Technical Spdfications

DimensionsW x H x D
36.5in X 22in x 24i®3cm x 56cm x 61cm
(with door closed)

36.5in x 36in x 24{®3cm x 91cm x 61cm
(with door open)

Electrical requirements

120V 110/120V (¥10%) 60Hz (+2Hz) 850 watts
220V 220/20V (+10%) 50Hz (+2Hz)08Watts
Mains Connection: IEC320

Slide capacity
1-36 ghss dtles

Heating capacity
Raom temperature to 103°Qviaximum 110°C.

Reagent dispense volumes
130uL standardest volume
(65 minimum400 I maximurm)

RecommendedComputer Gontroller Specifications

Weight
125Ib (57kg

Normal operating temperature
18°G26°C(64°F79°F)

Reagent capeaity
40 different reagents (15 mEmLreagent vial)

Waste Separation
1 hazardous wastel nan-hazardous waste

Reagent probe volume capacity
20 pL minimurmd500uL maximum

The manudicturerreserves the right to change the computer controller specifications at any time.

Intel Core i52410M CPU 2.3GHar equivalent
8GB RAM

500GB Hat driveor 256GBSSDirive

4 USB 2.0 comnmication ports or equivalent

Disphy $ecifications

16:9aspectratio, minimum resolution 1366 x 768

Label Printer (ZPL)
Zebra GX430F7ebra ZD620tor Zebra ZD621t

Surge Protector
120/240 VAC, 15 Amps, 50/60 Hz

LIS Connetvity

Operating System
Windows10 Pro (64 bit) EnglishlUS Region)

Compatible wih QL Database and Hh¥essaging standards.

Operating Logic

Designed to calculate the most tingdficient sequence of sps to complete a programmed staining run.

Protocol Logic

Protocols aregenerated froma commonprotocol temphte optimized for eag detection system.
Erd-users have the limited ability tacustomize key protocol steps.
Advanced users have full flexitjilto add/remove and customize each step in the protocol template and to

generate special protocols.

PathCom Operating Manal, Rev.L
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2.4. Accessaesincluded wih the Ingrument

Reagent Rackwo removable reagent racks. Each reagent rack holds a maximum of 40 reagent vials.
RemovableVial HolderInstalled on the reagent rack for programming R&l§ged reagent vials.
Buffer Container2L pasticbottle with quick disconmct fittings. Sores the inline wash buffer
Waste ContainerSet of two 4lplasticbottles with cap. ®res the reagat waste generatedluring therun.
Label Printer2D barcode printerthermaltransfer.
LabelsSize19.05mm(0.75in)x 25.4mm(1in), 1000 kAbels/roll
RibbonMedia ribbon for the printer.
USB Cabl€onnects the instrument and computer.
Power Cord, Insument
ComputerPreconfigured for use with instrument.
Computer Mouse
Alcohol Wipes

ChamberSet of 3@re-installed on the mdules.

PathCom Operating Manal, Rev.L 13



2.5. Slice Specifications

To ensure staining quality and reliability, slides should be prepared followirigstreament® guidelines

Slide Dimensions
Standard Bde dimensiongre25mm x 75mm x 1mm

Material Glass,$0 837/1

Dimensions (mm)
Width 25¢26.0 mm 0.98;1.02 in)
Length 74.75%75.5 mm £.94¢2.97in)
Thickness 0.95%1.1 mm 0.038,0.043in)

A Note: Wse of nonstandard slides may affect staining area and staining quality.

TissueThickness
Therecomnended tissue thickness is®2micons.

TissuePlacenent

Thecircled area is the recommended tigsplacement area.

The yellow highlighted region is thetaining area range. This range may be expanded to the blue highlighted
regions; however, staining selts may not be ideal in theseeas.

A N =l " =} .Elﬂ"l_ﬂ"l r
sl s 30mm
40mm ﬁ? % 'IT ?l'
| | Wl
: - .lq'“ Jl’lpll et s it 4
—— —=
— |
14'\._ ] __/'ér'
—_— 5mm
EEIrnlm IHC ISH/FISH
Y |

The IHC staining arextends to the 40 mm linen the slide
The ISH stainmarea extends to the 30 mm lira the slide
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Section 3Installation Requirements andstructions

This ®ction provides an overview diie instrumentinstallationto be performel by the field service engineerhd@
following requirements should be met ensureproper instrument function

3.1. InstallationRequirements

LocationPlace thesysem in an area whbre it is easy to operate and easyconnectto the instrument.

SurfacePrior to unpackingensure that the work area for the instrument is a solidelesurface that can safely
support the weight othe system

SizeMinimum dimensiors for the work aga are36.5 irch (93 cm) width x 8inch (91 criheightx 24 inch(61 cm)
depth clearance.

EnvironmentThe work area muste in an environment with an aorent temperaturebetween 18°€6°C (64°F
79°F). The area must be properly ventilateith a maximum redtive humidity of 80% for tempatures up to
31°C; Pollution Degree Il agds. The equipment will produce less than 85 decibels at peak operation.

Power sourceTheinstrumentand computemustbe connectd to a 120V/240 15A supply Wwigrounding (3
prong). It is recommended to usadedicated power source to prevent interfenee from other instruments or
equipment.lt is also recommended to use a U@@Binterruptible power supplywith minimum 1500VAThis will
help to preventunexpeded system failure due to an unstable power gridggem or in the event of a temporary
poweroutage.

3.2. InstallationInstructions

UnpackingThesystemis packaged in a®oden crate mountedn a pallet Unlatch all fasteners and removiee
lid on top of he cratefirst. Renove the computer, accessoriesdand labelprinter from the crate Remove the
sides of the crate.

Installation Requires 2 people. Each person shibplck up one end of thstrumentand carefully lifit out of
the crate. Carefully move the instrumieto the operating area and pt&it on thebench.Level the instrument
surface using a bubble lev&emove all packing material and thackagingeairing the robotic armVerify that
all axes can movedely beforeoperatingthe instrument.Unpack andnstall the computer and accesses

Hooking upConnect the USB cable from tHesignated port on theomputer to theback of theinstrument

‘@ A Do not plug and unpluthe USB cable whildhe PC ofnstrument is on.
***Always turn off the instrumet and PC before plggngand urplugging theUSB cable.

Connect the Computer to thpower source otJPS. Follow the instructismn the UPSas some ray require
powering up for several hours to charge timernal battery. Using a standard IEC320 compéipower cord,
connect the AC qwer port atthe rear of the instrument to th@power source or UPS.

Cut the waste tubing to size and route to the wabittleson the floor. The ideal configuration is siight down to
the wastebottle to minimize the chace of overflow and waste builgu

Avoid immersing the waste tubing in the waste bottler flattening and kinking the tubing as this
may disrupt the gavity fed drainage andesult in waste overfow.
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Starting upTurn on theinstrument andcomputer.

Pawer on thepower supply switch wthe back of the instrument.
Poweron the Slide Stainer by pushing the power buttonat the front of the instrument

Log into the computer

DefaultUser Name PathCom

Default Password 6747l

Note: The usemay chang thecomputeruser name angassword afterinitial log in.

Disable the WH radio and local internet connectid(if applicable)
This feature may aese unexpected crashes during instrumeperation.

A The internet access should only be enabled foreamote support session, emadommunication or
web conference call. Disable the internet access while the instrument is in operation to prevent
unexpeckd crashes.

Disableautomatictime syntironization
This feature may cause unexpected crashes durnsggument operation.

For Winaws 10 systems: Configure Time & Language settings within WindowsgSetti
Toggle Off the Date and time optioas shown.

Set time automatically
@ O o

Sat time zone automatically

@ O or

Figure6

A Do not changehe Windows Settings without consultingTechrical Support, as this may cause
unexpectedcrashes angerformance issuesThis includes setting forinput language OS language,
region,regionalformatting, power options, Windows Updateetc.

Setup thebarcode &bel printer.

Load the ribbon and mediaccording to they' | y dzF | OristdztiBnhlX &

Connect the printeto the designated port on theomputerand switch the power onThe printer diver wil
automaticallyinstallwithin a few minutes

Calibratethe media, if needed using the Zebra Setup iities.

Theon-site field representative will perform the necessary system checks on robot, mosjiad pumps.
Contacts for Assistance

Customer Sarice: 9258295500, email: info@pathcomx.com
Technical Support925-829-5500, emait pathcomtectsupport@pathcomx.com

Replacement of Consumable Materials
Replacemert for all consumale materialscan be obtained fsm:
PathCom Systems Corporation
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Section 4Instructions for Use

This sedbn provides the instructions for daiflputine operation of theinstrument.
Please beck allRequirementsp.7 before beginning instrumenbperation.

4.1. Starting Up the Slide Stainer

Turn onthe Slide Stainer using the power button and tham on the computer.
Note: It is important to follovthis exact power on sequence.

Double-click the shortcut for thdathComSlide StaineUIﬂto access thlogin screen.
{ St SO0 a, Sa¢ ¢ mdws UsaMRcyoudi GoRtroldodgranit dccess pssions
oDo you wanto allowthis appfrom an unknown publisher to malkdanges to youdevice2
PCStainer.exe

Login to the main user interface.
DefaultUserID: Supervisor
Defadt Password:Supervisor

HPATHCOM 5100,
UserID “
Password [
Enter
Figure7

Refer toSecurity p. 80, for information on managing User IDs aResswords.
Close thedoor of the Slide Staineand & A Briter @ accessthe Main screenand begin system initializiamn.

The system willake a few minutes twerify all connectioabetween the instrument and the computer, and then
home the robotic am, modules and pumps.

Progress Status

System Initialization

FigUre8

Tip: Ifthe system fails to starbr is stopped/interruptedvhile performing a taskie-initialize the systenand try
again.Refer toPerform System Initializatin, p.50, for more informaion.
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An interactive slide map corresponding to tBé slide positions is displayed tre Main sceen.

Load
Unload Auto Start
Slides

_‘1 PATHCOM Prepare

Labels

1/6/2022
Assign Scan System Clean

Scan
1 2 . 30 P M Slides Prolocols | Reagents  Utities Screen

Saftware Version V4213300

Figure9
Allroutine functionsare readily accessddom the Main screen.Toperform a typical runglick

Prepare Label$o print labels for slides. Each lalglprinted with a 2D barcodeequired to identify the slid.
Load/Unload Slideso lift and lower lids foinsertingand removingslides.

Auto Startto automaticallystart therun after loadingthe labeled slides anthggedreagents.

Scan Slidet scan the barcodéabels on the slides.

Assign Protocol$o manualy assign a protocol ta slide.

Scan Reagent® scan the RFID tags the reagent vials

System Utilitiesto acces additional featues and utility functions.

CleanScreento clear the slide map.

Exitto closethe application.
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4.2.Preparing and Printingabels

From the Mairscreenclick Prepare Labelsto open theSlide Label Editor

Slide Label Editor

Return

Select All Add Print Move To Printed Slides Delete
New Slides P

Printed Slides Patier ID Case Number NM  Block ID T " Protocals Date Doctor Name
Scanned Slides

Processed Slides

Figurel0

Labels avitable for printing are listed on the screen under New Slides.
SelectNew Slidesto create or view new labels.
SelectPrinted Slidesto review or reprint a label.

ocowp

Add New Labels ithe Barcode Editor

SelectScanned Slide® review labels that have already been scanned
SelectProcessed &lesto review labels that have already been processed.

Labels must be prepared the Barcode Editoand added to the Slide Label Editor before they can be printed.

To addnew labelsto the Side Label Editor clickéAddé (i 2 2BalSode HiikaS
Enterthe Patient ID Case Numbemandother required label informatiohinto the desgnated fields

A\ Note:caret” and tilde~charactersare not permitted in theentry fields.

Barcode Editor - Add

PatientiD |PatientA
Case Number :123456
Specimen Type |Tissue X

Hospital Name
Hospital F
Custom Group

None

Available Protocols

»~
Bcl-6

CD10 Extras

CD117Rb

CD138

CD15

CD20

cD21

CD23

CD34

CD56

cD7

CcDx2

CEARDb

CK19

CK20 v

Save

Date Time |12:41:39PM
Block ID |4A
Doctor | DoctorC

Description

testlabel

Selected Protocols

Add With:
[] Positive

[] Negative

Add

Remove

Return

Figurell

Next, ald protocolsto the list of Selected Protocots

PathCom Operating Manal, Rev.L

(Optional) Select th®ate Timeof the label.

(Optional) Select the name of th&octor from the
dropdown list To add new names to the list, refer to
2D Barcade Formatp. 81.

(Optional¥ Toprint the éBlockIC¥é field to the slide
label the use must change thedefault labelformat.
SelectdContaner dentifieré from the drop-down list
in the desiredfield of the Label Formatte

Note: The information entered may not be printable
due to the size constraints of the labelkéJ
abbreviations as needed or select #eient label
format. Protocol NameRatient ID, Date, Case
Number, Hospil Name and Description are printed
on the lakel by default.To change this setting, refer
to 2D Barcode Formah.81.

19



To add protoolsto the Selected Protocolsselect protoco(s) from thelist of Available Protocsland dick GAddé @
Tip: The user may search the lispadtocols by typing the first few letteds the protocol namel f ASave 6l 2
generate new labels for each protlan the list of Selected Protocols.

Barcode Editor - Add Alternatively, the user mayse acustormizedsuHlist
_ _ of availableprotocols by selecting eustomgroup
Patient ID ‘PaﬁemA | DateTime |[1241339PM :J'_ from theCUStom Groumrop down I|St
Case Number :123456 Block ID |4A |
Specimen Type |Tissue X | Doctor | DoctorC v Custom Group
Hospital Name Description
Hospital F | ‘lesllabsl m b
Custom Group
[None v custom group 1
Available Protocols Selected Protocols Eﬂgigm g:gﬂp %
[HPV 6 Probe N CcD20 ' Figure13 group
Kappa Probe : CK7
Ki67 Rb S":,W':‘- p63
Lambda Probe osmve .
Mammaglobin O] Negative Refer toCreating Custom Groupp. 78, for more
oy e information on creatingustom goups
MSH6
40 Extras Special
I;an CK Plus Add
PAX-5 Extras
PAX8
PR Remove
RNA- Probe
RNA+ Probe v
Save Return
Figue 12

To remove protocas from thelist of Selected Protocolsselet LINB (1 2 O2f 6 a0 T NR&MOVEKIS f A

(Optional) To add a posive and/or negative controlto the SelectedProtocols, select the protocol angdheck the
boxesAdd With: Positiveand/or Negative andcliO {Addi® / Baved & ISy SN GS ySg f1I

Barcode Editor - Add Refer toAssigning Negative Cdrols, p. 75, for more
information on assigningegative controls to
protocols.

PatentiD [PatientA |  Date Time [1241:39PM @-]
Case Number :123456 Block ID |4A |

Specimen Type |Tissue X | Doctor | DoctorC v

Hospital Name Description Add With:

Hospital F | ‘lesllabsl Positive
Custom Group

[None v] Megative

Available Protocols Selected Protocols Figurels
Bcl-2 Extras ~ CD20
Bel-6 . CD20+
CD10 Extras PN CD20-
CD117Rb 4 Positive

CD138 .

cD15 ] Negative
CcD21

CD23

CD34

CD56 Add
CcD7

CcDx2

CEARDb Remove
CK19
|ck20 v

Save Return

Figurel4
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(Optional) To add an entire pael of protocols to the Selected Protocalselect the custom panel fronmé list of
Available Panelsind clickdAddé. All protocols assigned to the panel (including positive and negative conwils)
be added/ f ASAj¢ d&i2 3ISYSNI GS ySg froStao

Barcode Editor - Add The wser must first create a custom parimfore the
Available Panels field is magisible in Barcode
Editor.

PatientlD |PatientB Date Time | 4:20:32PM i~ |
Case Number | BlockiD |

Specimen Type Doctor  Doctor A ~

Hospital Name Description

Available Panels

Hospital F testlabel
Custom Group

None v

Available Protocols Selected Protocols

Bcl-2 Extras A Ki67 Rb

Bcl-6 PR
Add With:

CD10 Ext ERRb t

COM7RD [ Positive Ki67 Rb+ Figurel7

gg:g‘g [] Negative Ki67 Rb-

CcD20 v Refer toCreating Custom Reels, p. 78, for more

Available Panels information on creating Panels.
panell |

panel 2 Add
panel 3

panel 4

Remove

Save Return

Fgure 16

After savinghe currentlabels the user may continue preparingbelsfor the next case
By defaultthe input patient infomationisretained in the entryiglds for the next set of labels
Tochange this settig, refer to2D Barcode Formap. 81.

dickéReturré 12 Of 248 (G4.KS . I NOD2RS 9RAG2NJ
Print Labels in the Slide Label Editor

All unprintedlabel entriesare listed under New Slides ithe SlideLabel EditorsThis list is autontécally sorted by
Patient ID; however, the user may sort the listthg column headesi.e.: Label No., Case Numberp8k ID etc.

Slide Label Editor
- Select All Add Print Move To Printed Slides Delete Return
No. Patient ID Case Number NM  Block ID ?m"“’” Protocols Date Doctor Name iy Description
» [ Patiena 123456 13 4A TissueX | CD20 1/6/2022 1241 PM | Doctor C HospitalF testlabel
2 | Patient A 123456 23 |4A Tissue X cb20 +1/6/2022 1241 PM | Doctor C Hospital F test label
3 [ Patient A 123456 33 4A Tissue X CD20- 1/6/2022 1241 PM  |DoctorC Hospital F testlabel
Figurel8

To print labels fran the Slide Label Editoselect thelabel(s)2 NJ & { S @sBgQhé checkbbyandct A Brinté. &
Note: Labeéntriesare automatically renoved from the system after 30 days from ttete assigned on the lahel

To delete a label from the ®le Label Editorselect the checkbox antlickéDeleteg &
Note:Once the dtie Bbel(s) have been printed, slide processing is initiated and therdiaatenation will be
distributed to allinstrumentson the NetworkThe label entry can no longee deleted.

Refer to2D BarcodeFormat, p.81, for information on adjusting printer settingand label format
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Move Slides to Bnted Slides(for use with LIS only)

Theinstrumentcan be configured to recogniztide labéds generatedfrom an external source when integrated
with an LIS systenNote: The 2CBarmde reader must be configured to recognize labels of different forrR&ase
contactTechnical Suppofor more irformation.

Slide Label Editor

MUCUEIEEE || [ SelectAll Print Retumn
New Slides = rrr—
Printed Slides Patient ID Case Number NM  Block ID T Protocols Date Doctor Name gy Desciption
Scanned Slides
Processed Slides L] Patient A 123456 13 |4 Tissue X cD20 1/6/2022 1241PM | Doctor C HospitalF | testlabel

2 [J|Patient A 123456 23 4A Tissue X CcD20 + 1/6/2022 1241 PM | DoctorC Hospital F testlabel

3 [1|Patient A 123456 33 4A Tissue X CD20- 1/6/2022 1241 PM |DoctorC Hospital F test label

Figure19

TheLIS system sends tipeocessing ordedirectlyto the systemcomputer. Theorderedslides will appear under
New Slidesn the Slide Label EditorThe user hathe option to 1) print tle slide labd(s)to initiate processingor
2) directly moveslide label(sjo Printed Slidego initiate slide processing without printingr 3) deletethe slide
labels to cancel the order

To manually movepre-printed labelsto Printed Slidegwithout printing), selectthe label§)using the checkbox and
Of AMDVe TdPrinted Slides ®

4.3. Loadng Slidesand Ingalling Chamiers

From the Main screen, €i{Loafl Unload Slidés &2 NJ} Aa$S |ttt Y2RdzZ S fAR&D
Peel the labels from thabel roll and affix them to the frosted sidé the slide.
Slides are loaded individually onto each module.

For slides that must be kad prior tostaining, efer toPrepare Steswith Baking Slides Functiop. 46.
Refer b Slide Specificationg. 28, for more information on tissue location recommendations for slides.

Load Unload Slides
Verify that theheating plateand module surface areclean and dry before loadirggnew slide.

To loada slide onto a module insert the slide irg the hinge slot and then lower it onto the heating plaietil it
locks inplace uner thefront clip. If needed, adjust the slide sbatit is centered over the heating plate
/ t ASDde Lids Dowéh (i 2 alf nfodufe Nds.

Tipl: Ifthe slide igoo difficult to insert, clean the hingarea
to removeanysalt ordebris

Tip2:Thehinge containsplings toaccommodateminor
differencesdn slidelength. However fithe dideistoo long,
the front clip can be adgted byloosering the two screws
with a small screwdver.

Figure20
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To unloadthe slide from a malule, push the slide gainst thehinge slotuntil it is released fronunderthe front
clip. Carefully lift the slide oukeepingit horizontal to prevent excesafffer from spilling onto the module
surfaces.

Transferthe slide toa slide rack lad rinseit with distilled wate before post treatment
Wipe the heater, hingeslot, and other affectedmodule surfacesvith a moig paper towelto removeanystaining
residues, then blot dry.

Install/lRemoveChambers

Chamberare installed individually onto each module. Ttefuld be removed from the modufer routine
cleaning and inspection to n&ain optimal staining qualityReer to Daily Maintenanc&kecommendations, (100,
for more information.

. -

point to press and remove chamber

Figure21

To installthe chamber slide the chanberinto the recess under the module lid and pughon thechamberuntil it
locksinto place Verify that all 4 cornerof the chambesit flat in place

Tip: Push up on the underside of the chamber surface to vieeifintegrity of the chamber gkst. If the chamber
gasket idoose ordamaged, it is time to replace the chamber

To removethe chamber,gently push down o the chamber to unlock it from thenodulelid. Transfeithe chamber
to a containerfor cleaning.

Tip: After completing a stainingun, gertly wipethe chamber surfaces witmalcohol wipeto remove ay staining
residues/debris that may adhere to the ember.
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4.4. Assigning Protocol§canSlidesand ManuallyAssignProtocols

Toautomatically assign protocols bycanning labedd slides, closethe door andclick &Scan Slideson the Main
screen.The systenwill automatically scan all6 slide positionsand asign the protocol()f labeled slideso the
appropriate position on the slide mapefer toEditing Protocolsp. 68, and Change Protocol Templat@. 68, for
more information on generating ptocols.

2/1/2022

Sean Assign can lean Bt
1 1 . 1 6 AM Sides | Protocols | Reagents | Ulities Screen

2 Load
APATHCOM | pipass || foad ||
Labels

Sldes

Soware Verson: V4213300

Statun

Lo 134 0ut of 200 shdes and & total e wrice last bubing clean
11:14.01 AM. intialaing hard, A‘ ‘
v

mare.
11:14.00 AM: Readng ssmple barcodes.
11:14:19 AM:

11:14:20 AM: Systom i ready.

Figure22

Tip Click + drag othe slidemap toselectspecificslide positionso scan

22222277

Figue 23
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Tomanually assigmprotocols to unlateled slidesclick + drag on the slide map selectthe slide position(s). The
At ARS LRAAGAZ2YO6AE0 gART??RY KAITKEAIKGSR YR RAALI & a

SPATHCOM | propue | Lood e

Tebew || rlesd || Avosn 6:39 PM

Software Verson: V421200

Logs: 24cut of 135 skdes nd 2 1ot s e st g clewn

Figure24

ClickdAssign Potocol¢ to open theSekct Protocolscreen
A. Click to elea Normalto accesghe list of normalprotocols.
B. Click to slectNegativeto access the list afegative control protocols.
C. Click to slectAll to accesghe list of allprotocols.
Saoll through the protocol listhighlight the desired protocoand ¢ A Selecéd assign he protocolto the
highlighted slides.
Tip: The user mayuickly scroll through the protocol lisy typing the first few letters dhe protocd name.

/£ Adedre a2 OF yOSt (GKS aStSOGAaAz2zy FyR Ot2aS (KS gAyR29

APATHCOM

Load 2472022
S Unioad Ao Sian . =]l = &= B
. . = | 5= 6:40 PM == coi | Reagens o || Save
eV 4200

Prep:
Label

Figure25

Toclearthe protocol asignment(s) click + drag tdighlight the slide position(s), and then click + drag once more
to remove the assignment(shlternatively, click cCleanScreers (1 2 CehtitelsiNg magK S
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4.5. LoadingReagets

Detectionkits, ancillary reagents arahtibody/probe products are shippeckadyto-use.
Referg G KS YL ydzF I O dzSESNdRspecifictingtiuctishS S | Yy R

Prepareall other reagent solutiondollowing theY | y dzF | OnstdztdiBnbl &
Note: OnlyPathConreagent vials are compatible with thestrument Referto the vialing specifications iWialing
Reagents p. 28, for additional information o vialing and recommended reagent volumes

Loadthe reagent vials oto the reagentrackandremove all caps
Verify thé the vials ardully insertedinto the rackand orientedcorrectly, as showin the figure below

A. Forreadyto-use reagentsplace thereagentin any position orthe rack.

B. Foron-board mixingreagents place the two mixing components on the raékandB. Avoid placing the
secondmixingcomponent,B, in the Iat two rows of therackas the Z2 probeannotreach it

. s | . Note.:Onboard mixing reagept,ssuch aRRedl:1, are

= B 00 specially formulated to be mixedirectly on theslide
A. The first mixig comporent, i.e.:Red

x Substrate is applied with the Z1 probe
Resgent FastRed Chromogen il bepicked up by Probe, B. Thesecondmixingcomponenti.e.:Red

2( s O e S he i ind i ;

heresms ' Chromogenisappliedimmediately
afterwardswith the Z2 probe.

TheZ2probe isspecally designated fodispensirgy
s s the secondmixingcomponent; therefore,those
ot |_wies | o [ reagents such asRed Chromogergan only be

} Reagent File Name ‘ReageanagDataxrﬂl Loar Ioaded inreaqentrack pos|t|or$#1-30

Scan
Reagents

Figure26

C. Foron-rack mxingreagents placeall mixing compaentsAandB (and C if applicableon the rack.
Additionally, placean emptymixingvial (7mL or BmL)in designatedoosition, i.e.: #40, as prompted by
the system in the Reagent Chestkeen

: ) R Note: Thesystem will consume exttastsof each
e L reagent componento fill the dead volme of the
empty mixing vialor to fulfill the minimummixing
volume requrement
' I T e e
ReagentFile Name: | PutReagentFile Name Here Load
i || san
& Reagents

Figure27
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Multiple vials of the same reagent may be placed on the rack.
Thesystem wil prioritize theuseof vialswith the earlest expiration dateor the leastnumber of tests remaining
Referto Reagent Consumption Priorityp. 85.

Load the reagent rack onthe dedgnatedreagent plateon the irstrument
Verify that the racks fuly seated on tk plate, and is oriented caectly, as showin the figure below.

Figure28
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4.6. Vialing Reagents

Thesystem provides usdillable reagent vials for special reagents, umoon antiltbdies and custom ab titers.
Each vial ipackag@d with an RFID tag, capnd a blank label.

Use of unautorized reagents on the system may cause damage to instrument components and will
NE@Z21S GKS YIydzFlI QG dzZNENRE 6 NN yieod

The clear vial gon is designated for general use.
The dark vial ofion is designated for lighisensitive reagents such as probes ahdomogens.
ContactQustomer Servicr ordering information.

7mL Reagent Vial Specifications
The7mLyvial is specially designed for efficient usfeantibodies and probs by

minimizing dead viome.
Max capacitymL.

iﬂ 3
=

|

‘j Thedead volumefor a 7mL vial is ~250uL.
7
4
( f' A
A4 Jiij
Figure29.

15mL Ragent Vid Specifications

Thel5mLvial is degyned to hold larger volumes of reagent.
Max capacity 16mL.
Thedead volumefor a 15mL vial is 3000uL.

]
I |
i
4

b
=

{

Figue 30

Instructions for Use

Fill the reagent vial with the approiate amountof reagent solution.

Tip: Use the Reagent Check screen to quatklin alist of required reagent volumes, then add 1mL dead volume
for a 15mL vial or add 250uL for enlZ vial.

To @lculate the required volume:

Volume=number oftests x protocol volumex draw factor 1.08 +dead volume of the vial

Note*: Anadditional 8% exta volume(or more)is requiredo compenate for reagent evaporation and amount
adhering tothe internal surface of thetubing and external surfacef the aspiration probe.

Label thereagentvialand cap
Program the RFID tag. ReferReepaing RFIOReagert Tags with the RFIDag Editor p. 75, for more details.

Note: Some reagets are listedunder multiplereagent types.e.: AP andHRP Slect fromanyone of theapplicable
Reagent Type categesin the RFIDditor to program the FEID tag.
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4.7.Managing Riffer and Waste

The system will prompt the user to verify the required W#iffer and Waste Container volumes before
proceedng withthe staining run.

Refill the Wash BuffeContainer
ThestandardWash Bufér Containerhas amaximum capacity of 2000L.

The buffer container is storesh the inner left housingtructure.
a0l {eadasSy ! mavé Amita Biddest 298dy indyé the robotic am asideto access théuffer.

System Utilities
Tools Editors Security Settings Network LIM
Baking Slides Initialize System "y
Load Slide Map File Check Modules
SP1-Z1 Calibration Prime Z1and 22
SP1-Z2 Calibration Prime Pump Z1
Barcode Calibration Prime Pump Z2
Tubing Clean Lock Door
Tubing Clean Log Unlock Door
Move Arm to Middle Backup ReportData
Figure31 Figure32

Disconnect thebuffer containerand carefully remove it from theinstrument. Avoidmakingcontact with the
robotic armor deforming the buffer adapter tubing

Refill the container withfresh buffer then reconnect thebuffer containerand place it back onto the instrument.
Uean upanyleaks or spifl.

Click System Utilite>Tools&Prime ZL and ZZ to prime the ifine tubing thenvisually inspect the lines to ensure
that air bubbles arenot present.
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Empty the Wage Containes
ThestandardWast Containes have a maximum capacity of 4000

The waste cotainers are stred underneaththe instrument,fed by gravitythroughthe waste tubing
G A01 {@&ailSyY MoieMAfmioiMidBes t satelgniode Fé robotc am asidefrom the waste statiors.
Caefully poursomewater through the waste statiosito flush out thewastetubing.

BN v

Figure33

Disconnect theubing from the Waste Container capnd empty the waste containers
Dispose of the wase according to local regulations.

Reconnecthe waste tubingthe black tubings designated folhazardous vasteand the blue tubingis designated
for non-hazardous waste

Verify that the waste tubing is drainingroperly, making sire that the insertedend of thetubing clearghe
maxmumwaste level lineAdjust theangleand freelength of thetubing as needed.
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4.8.Reagent Check: Scan Reagents

‘@ A Remove alfeagent vialcaps before proceeding.

From the Main screen)i®© {Scah Regents: to open theReagent Chdcscreen Thereagentmap is displayed on
the leftandatable of reagents rguired forthe runis displayed on the right

5 Reagent Check - X
1 2 3 4 s Numberf  Vome  Number of
ReogertNane  Reagent Postion T e Tems PO Remar
Requred  W)x108%  Scamned
Ds1 0 ® 924 0 0
05250 0 ® 776 0 0
€ 7 8 @ e AR, high pH [ 3% 14400 0 [
Bo6 0 ® 5040 0 [
Mouse HRP 0 3 5040 0 0
DAB ) 3 7778 E3 202202 On Rack Miing
1 B - L 1s DAB Buffer 0 ] 3 0 [] ReagentA for ming DAB
DAB Chromogen 0 B 433 0 0 Reagent for mhang DAB
15 bt 18 1 20
21 2 23 2 25
2 27 5 3 30
31 E 3 38 35
mapEEETTLS Ol e e
ReagentFile Name: | PutReagent File Name Here LoadReagentMapFile | | PrintRequired Reagents
35 B 3 ) 20
)
o5 T i Start DelayStat | Retumio
202201 Feans Staining Staining Main
a my © Process Pracess Screen

Tip:/ f AP@rit Reduired Reagest o frint the Ist ofrequiredreagents A network or USB printer is required.

8l Report Reagent List - [m} b4
1 of 1 % & B A E- | 100% - Find g
Required Reagent List
2/1/2022 4:06:21 PM
Reagent Name Reagent Number Volume Number Expiration Remarks
Position Of Tests Required Of Tests (YYYYMM)
Required (ul) Scanned
D31 1 3 77T 47 202307
Ds2-50 2 3 648 47 202307
ARZ, low pH 3 3 1200 3 202307
CcD20 6 3 420 58 202307
Mouse HRP 5 3 420 97 202307
DAB 40 3 648 3 202202 On Rack Mixing
DAB Buffer 7 5 1016 55 202307 ReagentA for mixing
DAB
DAB Chromogen 4 5 64 55 202307 ReagentB for mixing
1of1
Figure35
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Toscan all regents with the RFID readerclose the door andlick 6Scan Reagengs The robotic arm will move the
RFID reader antenna over each reageal positon andreadout the stored RFID tagnformation. The system will
continue scanningntil all required reagets have beemletectedor all 40 positions have been scanned.

Tipl: Click + drag to select specific reagent vial positions to scan.

Tipy [/ f A&B] (d@®{ G 2L GKS a0y 6KAES AlG A& Ay LINRPINBaao

o Reagent Check - x
o bsise AR lewpH ol Mouse e nberol - eime | Natberd g
- . lou p ouse
S0 Tests 59 Tests 34 Tests 6@ Tests 188 Tests g Reagent Postion ISP S PR G ) Rematks
202307 202367 202307 202367 202387
E00A6200  E@GA8200  EQR48l00  EGRAE20E  E@A200
S4BEADTS 54345563 SABEAFED  S5263E47  543130A9 ost ! B iz £ EED
= = Ds250 2 3 ) 50 202307
D S 0AB Universal @ 1 AR2. low pH 3 3 1200 u 202307
Dieos | G | g co20 4 2 230 & 202307
Seser. 89 Tests 100 Tests
abaery 20367 202307 Mouse HRP. 5 3 420 100 202307
[0040000  Eocaozon csesedee
i | Seneen DAB [ 3 ) 3 20202 On Rack Mxing
1 1 13 14 15 DAB Bufer 5 5 016 50 202307 | ReagertAforming DAB
DAB Chromogen 7 5 5 ) Eap e
Universal Negative |8 1 140 100 202307
15 7 18 1 20
21 2 23 2 25
2% 27 28 3 30
31 B 33 32 35
s | i | e [ — T -
ReagentFile Name: | ReagentTagData.xml Load ReagentMapFile | | PrintRequired Reagents
36 37 38 39 20
fes s Delay S R
5 e Scan tart elay Start eturn to
202201 Ferrars Staining Staining Main
7 & Process Process Screen

Figure36

The scannedeagent asgnments aralisplayed orthe reagentmap on the left.

Each scanned reagewial will be displayed witlihe following:

Reagent name

Number of tess remaining Updates during the staining process each time reagent is aspirated.
Expration date.

Unique RFD tag ID Rovides traceability for théndividualreagent viat across different runs.

oo w>
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After completing the scan, the system wilkglay thecurrent status of the reagents:

All expiredreagentsare highlighted irorown and must bereplaced

Allmisshgreagents arénighlighted inpink in thereagent list

All reagentswith insufficient number of testsare highlighted iryellow.

Allreagentsready for the staining run are highlighted green

All reagentsot usedwill remain with a whié baclground

AllRFIDxags that producd anerror during scanningre highlighted inred and must bereplaced.

nmmoow>

8 Reagent Check

t Numberof  Volme  Numberof oo
Required < vy Remarks

Reagert Name Reagert Position ests C
Requred  (i)x108%  Scanned

2 3 4 H
Ds2-56 AR, low pH D20 Nouse HRP
50 Tests 34 Tests 1 Tests 188 Tests
262367 282307 282307 262307
E0623200  E0048200  EGD4B280  £AB48200 st
51325563  SABEAFED 54927561  54913DA9

DS250

0 . - AR2, I H
4 Tests CD20
262167 4 Tests 188 Tests
e =
54960 1DF 5491CC98 DAB

11 12 13 LB
DAB Chromogen

777
618
1200
280
120
18
1016
B3
10

202307

202307

202307

202307

202307

202202 | On Rack Mixing

[ ReagentA for mixing DAB
202307 | ReagentB formixing DAB
202307

8

14
AR high

T PR R
zccwa~gaso

soogaeeno
8

34 Tests
Sonsis

£B0£5208

16 17 18 12

Error x

2 . . 22 Reagent Information in RFID tag E004020054%1A3C7 was not

updated correctly. This mistake may happen in a previous
staining run. To continue use this reagent vial, one must
correct its reagent information with RFID Editor.

togend | tttes | wwscon | eoes | oo [ > SR oireces
Reagent File Name: | ReagentTagData.xml Load ReagentMapFile | | PrintRequired Reagents

3 3 3 4
3 Teres Scan Start DelayStart | | Retunto
282282 EranEns Staining Staining Main
am & Process | | Process Screen

Figure37

The use must add additional vials when the reagent is insufficieninissing Up to 5 vials of the samreagent
may be placed on the racklanual assinment or a rescan of the reagent rack is required to proceed

Note: A warningwill appear wherinsufficientreagent isdetected Additionaltestsmay beaddedeither by
1) refilling the reagent viand reprogrammingthe test numberor 2) addimg additionalvials of reagent
Upon rescan the reagent will highlighin greenoncethe test number i$ound to besufficient

The usermay need taeprogram or replae the RFID tagrhen the reagents not scannd properly.

In such cicumstances, sersmustmanually veify the volumeremainingin the vialto determine theactual
number of testdeft.

Not Exst. Thescaanedreagentnamedoes not existn the system.

Data Read ErroiThe RFID tag failed to scaorrectly.

TagNot Updated TheRFID tagnformationwas not updatectorrectly in the previous run.

RFID tag is not foundrhe RFID tag failed to sosompletely

oo

Note: Contact Technical Support foelp troubleshootingecurrentcases of RFID misreadiogfailure, as this may
indicate an issue with the syst@mRFID Read system

For more information oneading and writing RFID tags, referRoegparing RFIDReagent Tags with th&FIDTag
Editorp. 75.
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To manually asigna missingreagent to the ReagentMap, select the missing reagent in the table on the right
then click a position on the agent map to assigrhe exact number @ tests required to this reagent rack position.

Note: he usethas he capability to manuallgssign missg or insufficientreagens; however, it is
recommended togserve its use only in the case of an RFID readRFID tag failurdanually assignd reagents
cannotbetrakS R o0& G(KS aeéaiSys: spaibilityido keep ttatk ofdth® ViebriteSts atmh BugE &
the number of testremaining.

55l Reagent Check - x
bsise A dospH  Com  mouse e Mambero - Vokme | MaTbE o | Eion
et HTett i Ten | Me0qenms | | PN Fesmfomn e et e X Fenata

: —C——

54045560  S4BEAFED 54327361  54313DAS

DS250
7

1
o e oo universal | |AR2 owp 3 3 1200 2 202307

p T:st;r Chromogen Negative

262167 poiests

copaszn 202007 e Mouse HRP 5 20 100 202207
54918980 Fagleann =T

5496D1DF 5491CC98 DAB 0 B ) B 202002

cBsad2e0
SaBEELL3 Universal Negative 10 1 140 100 202307
1 7 1 1 2
2 2 2 2 2
2 2 2 2 3
31 5 3 3¢ 35
s [ o [ e D~ >
ReagentFile Name: | ReagentTagData.xml Load ReagentMapFile | | PrintRequired Reagents
3 57 5 3 10
o8
3 Tests Scan Start DelayStart | | Retumnto
262202 e Staining Staining Main
@ m & Process Process Screen

Figue 38

Themanualassignnents will be saved untithe reagentrack isscanned again.
G. Allmanually addedreagents are highlighted idark green

@A Always verifithat the manually assigned reagent is placedstorrespondng pasition on the
Reagent Racknd that it has suffient volumebefore proceedhg.

Toreview a previowsly run Reagent Map O EoAdBdageatMap Fileg, andselect the map file from the list of

reagent map logsEach log is labeled with the date and time of the run. Open the log and it will be displayed on
the reagent map on theeft.

1 2 4 Numberof  Volume: Number of
Reagent Name: Reagent Postion Tets  Reaimd  Tets BN Femarks
Requred  )x1037%  Seanned
D51 77
05250 58
6 8 18 AR2.low pH 1200
c: 20
Mol i Open X
DA
” " pyY 4 ||« Logs » ResgentTagData v | @ SearchResgenthgData 3
DA
U] OroEniEe v Newfolder e O @
e A Name Date modified Type -
15 15 2 & [[] ReagentTagDats-2021-11-16-03-39-Endx...  11/16/20; XML Docum
e-ES || ReagentTagData-2021-11-16-03-39-Startw. 11, Y
fr [7] ReagentTagData-2021-11-16-10-12-En iy
R [7] ReagentTagData-2021-11-16-10-12-Stat., 11
’ [7] ReagentTagData-2021-11-17-04-18-Endx... 11
2 2 5 hu-HU =
N [7] ReagentTagData-2021-11-17-04-18-Start... 11
" [7] ReagentTagData-2021-11-17-06-44-Endx... 11
it -
! [7] ReagentTagData-2021-11-17-06-44-Start.... 11
2 [] ReagentTagData-2021-11-17-11-16-Endix... 11,
25 27 2 2

® Logs [[] ReagentTagDats-2021-11-17-11-16-Start... 11
HL7Conne [1] ReagentTagDats-2021-11-18-03-6-Endlx... 11

Ele(es
fwlel e
Elsles

XML Documy

XML Documi
XML Docum:
XML Docum:
XML Docum:
XML Docum:
XML Docum:
XML Docum:
XML Docum:
XML Docum:

ResgentTs 71 RemnentTanMiata 001 111802, 38-Srart 111809001 25 XM Dinerams
v o< 5

31 32 33 34 35 L File name: | ReagentTagData-2021-11-16-03-39-Endxm| v | | XML Files (*xml) v

ReagentFile Name: | ReagentTagDai 20211716033 Endn | Load ReagentMap File | | PrinfRequired Reagents
3 7 3 S ©
Start DelayStat | Retumto
Sean Sta Sta M
Rt ining ining ain
Process | | Process Screen

Figue 39
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4.9. Starting the Run

Toimmediately start the run, close the door an® f AS@it Staining Process T NPRéagénKChecicreen.

A Verify that all caps have been removed from the reagent vials before gjattmstainilg process.

Close the door before starting the ruhe doomwill lodk and block unsafe access to thetmument while it is
in operation. The staining run will not proceed while the door is open.

The system will initializand lock the dor, then praceed tocalcuhte themost efficient schedule teomplete the
stainingrun. Longer protocols are prioritideover shorter protocols to enable the slides to finish at a similar time.

AHPATHCOM @ 2/172022 -
Software Version: V4213300 1 :01 PM

Confirmation

13 14 15 16 . Maximum 407 ml of buffer is needed
Maximum 210 ml of v an be disposed

Please check buffer and wa: me to ensure that they
@ enough for this staining run.

[ Mute Alarm Cancel
}
25 6 27 28 29 38 3 32 33 34 35 36
(] (] cD2e
Patient Patient Fatient
A A A
Status Logs 134 out of 200 sides and 8 total runs since last tubing clean
12:59:54 PM: Creating schedule A [ |12:43:06 PM: Siide: 3, Task: 1. Add Reagent, DS1 ~
12:59:56 PM: Intiakizing hardware 124312 PM: Side: 4, Task: 1. Extract Waste, DS1
13:01:10 PM: Run task [UnLock Doors) 12:43:17 PM: Slide: 4, Task: 1. Add Reagent, DS1
13.01:10 PM: Done v | |12:43:22PM: Slide: 5, Task: 1. Extract Waste, DS1 ]
Figure40

Onceall alculationsare complete the system wil unlock the door angorompt the user to verifghe volume of in
line washbuffer andthe remainingwaste capacity

A. The robotic arm will automatically move to the center of the instrument to allow the user to add
more buffer f needed.

B. The waste contairrs are located under the instrument work surface and stidoe emptiedas
needed. Note: The calculated waste volume reftts the total volume of wastegombining both
hazardous and noiazardous wasten the event of an ovediv of the norhazardous wast station,
all waste will be dispensed into the hazardousste containerThereforg it is important to ensure
that both waste containers have sufficient capacity.

Referto Managing Buffer and Waste 29, for more information.

[ fAO0] adhYé G2 LINPOSSR 6AGK (GKS adlFAyAy3d LINROSaaod

The staining process will not procekuntil the usercompletes his verification step
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As theinstrumentprepares to starthe run, the system will prime each pump threleesover thewash staions
to fill the in-line tubing.A runtimer will appear at théop of the screen, counting dowtine expectedtime

remaininguntil the end ofthe run.
1:10:47 PM
Time Remaining:
‘ @ 2:19:59

Figure41

Tip: Runtime will vary depending dmetpiotocol templade(s) ugd and therun complexityfumberof slidesand
types of protocd selectell Selecting more slideand several protocols running multiple detection systeuitis
result in a longeruntime. To increase overall lab throughput, it iseeamended ¢ run shorer runs during the day
and save longer, more complex runs forronght.

To delay thestart of the run to a later date or tim& O DelapStart &taining Process T NPReagen&kCheck
screen:

Delay Start Slide Staining

Please set date and time thatthis slide staining process is
expected to finish.

Date: | 2/ 2/2022 ~| Time: | 80000 [

Cancel OK

Figure42

Enterthe Date and Time that the run is expected to finisifhe maximum delagtartis 72 hours.

The system will caldate thedelaytime and initiatea countdown WhenTime Left to Starteaches:00:0Q the
system will automatically begin the stainipgocess.

Delay Start Counting Down

Slide Staining Process Start Time:

21212022 5:31 AM
Time Leftto Start: 16:29:20

Cancel

Figure43

Tip:UseDelaySart on overnight rmsto preventprocessedlides fron drying out.
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Gantt Chart
The currentrun schedule is displayed on tli&antt chart. This may aid in tracking the progress of theamuoh
determining thewait time for loading/unloathg slides.

To view the Gantt chartexpand the AutoStainer Server wimd from the taskbaand dick the Gatt tab.

1:10:47 PM
Time Remaining System

APATHCOM | propare | | Spor

Load New Exit

Labels - - Utilites
Slid
Software Version: V4213300 s 2 1 959
N ] 57 Automatic Stainer Server V2.21085.20167 - o b
Gantt  Script | Robot | Sides | RFID | Barcode 10
Setup | | New || Load | Save [Stated:1.1 0.02:19:59 | Schedue | | Stop
"
BaseSchedule
T T T T T T
51 O gom @
1 14 4
4 0 0
3
HE 0 i
-
&
=
3 L
25 26 2 D m I 34 35 36
c020 co28 | €026 l
89:39 PN 13:09:47 PN 13:89:52 PN |
1 ‘5 D U Task 1 Task 1 l Task 1 |
d Reagent Add Reagent Add Reagent
051 0s1 Ds1
Patient Patient Patient |
A A A
i
1 L f S i : i | d
D 0 1000 2000 3000 4000 5000 6000 7000 8000 e
13.08:52 PM: Run task [Group Lids Inject] A
13:08:53 PM: Done Time, seconds
13:09:09 PM: Running schedule v
13:09.20 PM: Running .
Figure44

The purple line tracks the progress of the stainian. The the is measured in thousands of sedsn
Tip: Hover thenouse over the bao display the namef the taskwithin the protocad.

Each lar represents a batad taskfor a group of slides. The maximum group size is 18.
1) The red bar repesents aask correspading toa reagent additian.
2) The blue bar representstaskcorrespondingo aquick washusing wash buffer
3) The green bar representstask corresponding to quick wastusing a reagnt
4) The puple bar represents task corresponding toraincubated wash
5) (Special) The brown bar represemt® linked tasks for mixing & RTU ragents.

Sequential Bisksare arrangedhorizontallyon the Gantt charfollowing the sequence of stefiis the staining
protocol. One o more tasks may be runnirgimultaneoudy within the course othe staining un, based on the
grouping of the slides angrotocols Simultaneously runniptasks (from diffegnt groups oflideg are arranged
vertically on the Gatt chart.
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4.10. Auto Start

TheAuto Startfeaturemay be usedo start the staining processlirectlyfrom the Mainscreen The system will

automaticdly proceed from scan slides toan reagent&nd ip the buffer and waste verification step
immediately start the runThis may reduce instrument startup time.

Thifeaturerequires certainsetupconditions for use:

A. The wser hadoaded allslides onb the instrument and labellegvith a2D barcode.
B. The usehas loaded all required reagesnto the instrumentand programmedthe vialswith RFID tag

C. The useihas veriied that the buffer volume and waste capacity are sufficient.

To useAuto Sart,closS (1 K S
onto the instrument.

R 2 2Ado BtgirRon thé Maidscread andenter the number of slides loaded

Slide Scan

Number Of Slides Expected to Scan Be |2

Please check the reagent rack and remove all
caps before proceeding.

Please check the volume in the wash buffer and
waste bottle.

4.11.Completing a Run

The system ulliremain locked while the staining run is in progress. Limited aésesovided to prepardabels.

nd KS OF as

2 ¥

Figure45

Fy SYSNHSyOes Ot A0)]

GOEAUDGE

Please heed the following precaut®mhile the un is in progress:

A Disable WiFi and local internet connection.

A Donot attempt to log in/out of Windows or switch users while the instrument is still in operatiohiswill

cause a fatal system error and cause the system to crash.

A Do not attempt to run other applications in the background whethe instrument isin operationi.e.: Team

Viewer/remotecontrol sessionWindows Update, Internet Explorer, Antivirus eftsjt may result in an

unexpected systerarash.

02

A Do not attempt to change file/blder settings or screen display/appearance settings when the instient is
in operationi.e.:locking the Taskbarasit may result in an unexpected system crash.

TheAutostainer ServeyRobot, Side Processorand RFID Rycessor Terminis will be running while the

instrument isin operation Do notattempt to closeany of theseapplicationsasit may resilt in an unexpected

systemcrash.
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Runtime Monitoring

While the instrument is running, the user marack theprogressof the runfrom the Main screen. The slide map
displays all 36lslesand displayshe protocol time, andthe current stepat each slide positiarA system log is
displayed at the bottonof the screen.

SPATHCOM | e || om0 grare
R B Labels Slides 2 : 1 5:0 1 Utities

Figure47

The sysem monitors the instrument for errors durinthe stainhgprocess If itencounters aiy notableerrors

duringits operation, it will attempt to recover from the error and proceed to the next stémy slide(s) thatay

have been affectethy the errorwill be marked iryellow and labeled with the step in which tHest error

ocaurred. The user is advisetb verify the staining results of potentially affected slides and review the Slide Report.
Please contactechnical Supporif encountenmg persistent syem errors.

A. The systemmonitors the heate temperatureduringthe stainingprocess If a heater fail$o heator cool
downto the temperature set pointits position on the slide map will be markedyiallow and displaya
oLow Temperature or cOverheating warning The user is advisedtperform aheater dheckafter the
run to verify the heater function.Refer toCheck foModule Malfunction, p. 50, for more information.

B. The systemmonitorsthe module functon duringthe staning processif a modulefails, its position onthe
slide map will be m&ed inred and displayad aR dzft S a | f WadziigThe nfogluge will be
disabled and cannot be usedjain until the error has been clearetheuser is advised tperform a
modulecheckafter therun to veify the module functionRefer toCheck for Modle Malfunction, p.50,
for more information.

C. The systenverifiesthe liquid level in the reagent vial before drawing reagefthe Z probe is equipged
with a liquid level sesor. If a low volume omo liquid is detected, tb system will mark all afféed slides
yellow with adow Volumeé warning.Theuser is advisetb verify the volume in the reagent vial(s) after
the runto verify the errorand identify potentially affected slidesReagentshat have lowconductivityor
highviscosity cannot be relidy detected by the ligid level gnsor. The system may show a lealume
warning for such reagents. In this case, the user may visnafkect he reagent vialsa confirm that
sufficient volumewas avédlableduring the staining run.

D. (Ifthe Overflow Dé¢ection optionis enabled), the systemeerifiesthe liquid level in the waste overflow bin
before dispensing waste. If liquid is detedtehe system wilalertthe userof a potential overflow. When
an overflow 5 detected in the noiHazardous vaste the systam will automatcally switch over to use the
Hazardous Waste to prevent further overflofheuser is advisetb verifythat the wade tubing is
draining properly and/or empty the waste container(s
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End of Run
The system will highght the slides thahawe successfullgompleted staining in light green amdarkl aFinished @

APATHCOM | pipary || Lo ‘ O 2v20z2 gan || Amn || soan || sy || cioan
- Labels Unioad | | Auto Siart . Sides | | Protocols | | Reagens | | Uniities Scresn Ea

OK

Figure48

After completingthe final step of therun, the system wilprime both pumps to lean the syringegjnlock the door
and prompt the useréRun Successfully Bede ®he slidechambers are filled with wash buffduring thelast step
of the stainingprotocolto prevent the stles from drying out before they are unloaded from the system.

However, fian error or warning was encountered durirtgetrun, the system Wi insteadLINE Y LJG GRGUS dza SNY &
Ended with Warningé &

Finished Notification

A\

Run Ended with Warnings

Figure49

The usercan reviewthe slide map andeport data to identify the slidgs)which mayhave beeraffected by the
error. Refer toSection6: Reports, p. 90, for more information.

Do not close anyJI applications or shut down thénstrument before the seeinghe Finished
Notification messageThe instrumentmay still be in operation.
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Aborting aRun
If the sysem encouners an irecoverable error, it wilimmediatelyabort the staining process

The aborted slides will be highlightedarange or yellow and the system will propt the user:& w dxigorted Due
to Script Erroé. The staining run progress cannot kezovered upon syem abort.

Gontact Technical Support immediatelio verify that the system abortis not caused by a serious
issue onthe instrument.

’ 417:12PM
APATHCOM oD Stop of Trve Remaiing System
Y i Load New Exit
abels Slides 2. 1 3.26 Utilities.
Software Verson: V4213300 . .

PCStaines x

25 26 2 2 28 3 n ¥ 1 e B e
co2e co2e co2e
Avorted Avorted Avorted
16:16:15 PN 16:16:16 BN 16:16:16 PN
Task 1 Task 1
Add Resgent 449 Reagent
51 ps1

1. 51 1. D51 1. 051

Loga: 137 aut of 200 shdes and 9 total uns snce laat tubing clesn.

Fun task [Group Lide bject]. w| [16:10:26 PM: Sice: 35. Task: 1. Add Reagent, DS1 -
o 161501 PM: Sicde- M4 (1. DS1] Timeowd Wasting for TaskFiished/Protocol1 vb BaseReagert AddStep 861

161501 PM: Side: 35 [1. DS1) Timeut Wasting for Task Fisshed Frotocol 1 vb-Bass Reagent AddStep 861

| |16:1501 PH: Side: 36 1. DS1] Timeout Wating for Task Firshed.Frotocol1 vo-Base Reagert Add Step 861

Figure50

Note:In an emergency case, the user may manually abort thieisg process.
Clig Exit dioge themaininterface or power off the system to immediately stibye instrument.
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4.12.Continuous Loadg

TheContinuoud_oading feature allows usets load more stlesafter the staining process has already started.
Note: Using this featurenay signiftantly increase the tat run timeand delay the finish time for alémaining
slides in the runThis &ature should not be used for time sensitive reggesuch agluoresence Irsitu
Hybridization(FISH)Pleasecall Tedinical Supporfor further assistance.

Stop the Current Run
Tostop the current rurE O EoadNpw Slidess Thesystem will stoghe progress of each slidgsit reachesa
safestopping point inits staining protocolThe wait times will vary for eaclircumstance

60805 PM
Tme Remaining

L PATHCOM Prapare e ol System Ext
Soware Verson: V4213300 b Sides 2 2 1 9 s 2 7 Utitios

Figure51

After the system has stopped the progress of all slidee door will unlock and popup message will alert the
dza SRNA Shuccesshy Stopped The slides that havieeenstoppedwill be highlightedn light coral and marked
G{ G2LIISRE @

APATHCOM | pipure ez

. Scan Assign Sean : Bt
Labels / 6-21 PM Shdes Protocols | | Reagents | Utiities

1 1 3
e o2 ({11}

Stopped Stopped Stopped
103054 18:20:24 PH 1010054 P
Task 4 Task 4

Software Vermon: V4213300

sh ash Wash
System Fluld  Systes Fluld  System Fluld
Patient Fatient Fatient
[l B B
Finished Motification

1 15 1

Statn Loga

82024 P
1820 182024 PM: Sida: 3 [5
182102 PM: Stopped | [18:2102 PM: Fun Successhuly Stopped

Figure52
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A Never exit the Mainscreen afer the run has been stoppedrhe progress on all stopped slides will
be deletedand cannot le recovered.
Restart the Run
Prepare and load new slideThe system will automatically lift the lids of all available slide positions, including
empty positionsaR L2 aA A2y A aKEREORLIZ A GCAYA YWl sbtiR the ld Doan{ G 2 LILISR €
position andthoseslidescannotbe unloaded fromhe instrument.

A Unload all Finished slides before loading any additional slides.

Scan the new slides tasomatically assign the ptocols, or manually assign new protocols to the alz# slide
positions.The positions I NJ SR I a & { (i 2hdlcEhiRoé be hsbighedfa 2ely prétécol.

R [ 2112022
SPATHCOM Prapare [ Scan Assign Scan 2
Labels . Sides | | Protocols |  Reagents
: 6:25 PM
1 1 3 4
121
Stopped
18:20°24 N
L) Task &
Wash wash
Systes Flutd Systes Flutd
Fattent Patient tient Patient Patien t rat Pat ’ ’ t ’ t
L] L)
%
"
Su Logn

Figure53

Load any additional reagentedt may be required by theew slides and rscan the reagent rack.

8 Reagent Check - x
O
1 2 3 5 Numberof  Volme  Numberof
oas Exprat
051 05250 AR2. low pH Nouse HRP eagent Name eagert Fostion e i ol pigtion e
35 Tests a8 Tests 31 Tests  (UCEET g7 Tests Pl Reagert Post oy g e, COYYTMI) Remark
202307 202367 202367 202307
Eiosoise  omoss  medaamo i, cepeoass AR2.lowpH 3 12 4300 kil 202307 | BIOCARE MEDICAL.3
SUBEABTS 54945569  SABEAFED oo (0i00  54918DA9 — o = = = e
o OB it 8 ° e Mouse HRP 5 12 1680 97 202307 BIOCARE MEDICAL. 5
S8 Tests 55 Tests 0B 4 12 259 2 202202 On Rack Miing
202307 202307
EB640200 0040200 DAB Bufler 7 14 2046 5 a7 | Besgerthfor g DAS
ssaesee7  s4sisaer
Fleagent for mixn g DAB
" . - - " DAB Chromagen 4 1 1 5 0037 | preE s O
D51 1 5 2331 » 202307 BIOCARE MEDICAL, 1
05250 2 5 1944 “ 202307 BIOCAREMEDICAL, 2
15 7 15 19 2
21 2 23 2 25
25 27 2 2 S
31 E E 38 35
RN ETE  wm
Reagent File Name: | ReagentTagDataxml Load Reagent Map File | | Print Required Reagents
36 37 E 3 ®
e start DelayStat | Retumto
Scan
202202 B Staining Staining Main
@ L) Pracess Process Screen

Figure54
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Restart the staining process he systm will reschedule the run to incorporate the new slides. The new slides will
take priorityand will run sepeately until they catch upvith the Stopped slidesThe Stopped slides will resiem
progresswhen the new slides hawreached the sampoint as theStopped slides

, [ 6.3257PM
SPATHCOM | piogue || Sopor . T Renariog Systom ea
Labels \ . . Utilties
Slide:
uuuuuuuuuu VA 213300 s 2.35.03

vvvvvvvvvvvvvvv

Figure55

Continuous loading can be repeated on successivesstefhe new run scheduldpwever, the overall runtime for
the Stopped slides wilncreag with ead load of sligs.

4.13. Shutting Down the Slide &ner

FromtheMl A y & ONXB Sy ExitRocke® thE&programk. @ \yed @2 O2y FANX ®

Exit

Are you sure you want to exit?

Figure56

This process may take a few minutes as the system waitalf rodule lids to go the ex#ct position and for all
sub-applications to closeWait for the application to close completedyd return to the login screen bafe
powering off the instrument

Push and holdthe power button on the lower right side dfe instument to power down.
Wait a few minutes after poweringalvn to ensure the instrument powers down completely.

(Optional) Turn off the power supply switch on the batkhe instrument.

Shut dwn the computer from the Start Menu.

A Do not set he moduk lids to the down positbn for any extended period of the. Modules should
rest inthe extract position when idle.
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Before shutting down the Slide Stainer for areexed period of timei.e.:long weekends, holidays, transport),
prime the pumps antlbing lines with distilled wateto prevent excess buildup sdlt. Clean the modules with a
moistpaper towel to remove any residual buffer that may dry along the hirggeast slip holder.
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Section 5S5ystem Utilities

From theMainscreen,cf A SybteniiUtiliiesé to access additional utijitfunctionsand advanced feates.
{2YS FSI{idz2NBa Yl & 0S5 NBeauiitiNdc@sie@eRReRISASIR iy h. §0For Rofe dzd SN &
information.

5.1.Tools

Perform manual operations ith the systemusing the functiod F2 dzy R TeflR SKJI ©KS a
*Note: Depending on the configuratiaf the system, ®meof thesefunctions may not be availabte all uses.

System Utilities 1 Bak|ng S“des
— 2. Lod Slide Map File
{ Tools | Editors Security Seftings Network LIM 3 SP171 Calibration
Baking Slides Initialize System 4, SP172 Calibration
5. Barcode Calibration
Load Slide Map File Check Modules 6 TUblng Clean
S orme 21 and 22 7. *(Option)Tubing Clean Log
8. Move Armto Middle
SP1-22 Calibration Prime Pump Z1 9. *(Option) Module Chamber Tracking
10. Generate Reports
Barcode Calibration Prime Pump Z2 11. Initialize SyStem
12. CheckModules
Tubing Clean Lock Door 13. Prime Pump zand 72
Tubing Clean Log Unlock Door ig E:Ill’r:ee FF:lTI'I;’In[F)) ZZ;-
Move Arm to Middle Backup Report Data 16. Lock Door
17. Unlock Door
Module Chamber Tracking Replace Pump 1 Syringe 18. BackupReport Data
. . 19. Replace Pump 1 Syringe
i Replace Pump 2 Syringe 20. Replace Pump 2 Syringe

FHgure57

Prepare Slids with Baking Slides Function
Clickd . I 1 A y Zto seléchshiSsiar bakingheck the boxe®tselet an entire row or seledndividual slides
by module paition. Refer toBaking Slide Setting®. 81, for more informaton.

Baking Slides

M1 M2 M3 F4 M5 M6 M7 M8 M9 011412 B1-12
OuBsOuWOBsOwOw70O1BO19 0200102023024 013-24

Ozs02027M28029030M31032433034 K303 [ 25-36

Timer | (0:10:00 Start Stop Retum

Figure58
Clicka { (i toM&gih baking. Thiémer on the leftwill begin counting down and automatically shut heaters off
once the timer reache®:00:0Q
Clicka { ( ® bdanually stop bakg.

Refer toBaking Slides &tings, p.81, to set up slides for automatic hiak before everyun.

PathCom Operating Manal, Rev.L 46



Load a Saved Slide Map File
/ t ALGed Slide Map File Ga#l anfl view a previously rufide mapon the Main screen. Ewsystem
automatically saveshe slide map filefor each set of slides run on the instrument

u5' Open X
i <« PathCom > PathComASGui > Logs » RunSet v U € F t r
Organize v New folder - ™ @
8 This PC " Neme Date modified =" e 1B
B 3D Objects K RunSet-2021-08-20-06-25-Endxml
B Desktop K RunSet-2021-08-20-06-25-Startxml
T £ RunSet-2021-08-19-06-25-End.xml
B bindonis £ RunSet-2021-08-19-06-25-Startxml
Kl RunSet-2021-08-18-06-26-End.xml
d Music £l RunSet-2021-08-18-06-26-Start.xml
&) Pictures i RunSet-2021-08-17-03-25-Endaxml g 22PM
B Videos Kl RunSet-2021-08-17-03-25-Start.xml
2 Windows (C:) £ RunSet-2021-08-17-08-07-End.xml
«a DATA (D) KM RunSet-2021-08-17-08-07-Startxml

-2021-08-13-10-47- i
« RECOVERY (E) Kl RunSet-2021-08-13-10-47-End.xml 2/202
P8 R1inSet-2021-08-13.10-47-Start vl

e bl v < >

File name: || ‘ XML Files (*.xml) v

Figure59

Verify the Calibration of SP-Z1or SP172
/ t ASPAzZ1 @dbration¢ (2 Y2 @S {MoBulevand diBtbeSXY FioRition of the Z1 probe.
Clika { #am [/ | f Atdonmleline Z2peobe to module #id verify the X posiion of the Z2 pobe.

U

/1000

I 11

Figure60
Verify the Calibratbn of the Barcode Reader

I £fA01 a. | NO2RS |/ dBarkodd\Readtar fmgdile # @nd vedfydie XY gosition of tiarcode
reader.
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Clean Z1/Z2 Tubing
/ t ATOOLA yo3I  foDper tfedubing cleaning feature.
Use the Tubing Cleaning Kit dlt fwo 15mLvials withan appropriatecleaning solution.

Tubing Clean Place Z2 cleaning solon in reagent rack position #5.
. || [eenson RecommendationdJseSlide Briteto remove wax
al 22 If the RFID antenna is attached to Z2 residues.n the ZZtubIng
= = a special reagent rack is needed to
perform this task.
Please place the 21 leaner on rack Place Z1 cleaning solutionreagent rack position #1.
Recommendations: UsB4Bleachto remove
Please place the Z2 cleaner on rack . L. . i
position 45 Hematoxylin/DABprecipitatein the Z1 tubing
Press "Ok" to continue, or "Cancel” to
stop this task
0K Cancel

Fgure61
Closehe doorand ¢ A O di 2 theftubihdiclean Process

The Z and Z2 probes will both aspirasenLof cleaning solution into the tubing from their respective reagent rack
positions. The system wthen initiate a 20 minuteountdown.

Tubing Clean Counting Down

Tubing clean will be finished at

2/1/2022 5:14 PM

Time Left 0:23:03

Cancel

Figure62

After 20 minutes has elapsed, the systerill automatically perform &ystem Initialization and purge the cleaning
solution waste.

/ t AGaricé & ¥ romenyto immediately prge the waste from the tubing
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(Optional) Accss the Tubing Clean Log

If Tubing Clean Trackinig enabled, he sysem tracks the number of slidesquessed since the last tubing clean
If the total number ofslides run exceesthesetthreshold the system will block the user fromitiating a new

staining processRefer toTubing Clean Tracking Optiop. 85, for more ifiormation.

/ t ATOding Gleanldy (2 NB@OASS (GKS (dzoAy3a Of SIyAiy3
Paform a tubing clean togset the counte2 NJ (Rede®© { (i # Y | yhdztainterdo 0.4 S i

Tubing Clean Log

Tubing Clean Counters

Slides since last clean: 140
Total Runs: 10 Reset |
Purge Tubing Cleaning Records
Dated Before Tuesday . February 1,2022 [~ | Remove
Remove All
Show Tubing Clean Records Return
Figure63

/ t AShdw Téing Clean Records (1 2  N&egtife $og of fubing cleans performed to date.
ClicklRemoveé (i 2 Qdadirig Netold$ Hefor®thsetDate Before

(Alternative option) € A RémavéAlé (12 Of SI NJ Hddate. G dzo Ay3d NBO2NRaA

8! Tubing Clean Log Records - o X

1 of 22 b M Y & B A W | 100% F =

N
Tubing Clean Log
1/24/2022 7:08:39 PM
Data Time User Name Shides Since Last Clean Total Runs Clean
11 PM Distributor 149
144 4 No
4 !

Figure64

(Optional) Resethe Module/ChamberUsage Counter

aal

i dza @

If Module Chamber Trackings enabled, the syem tracks the numbr of slides proessedon each module.
If the total number of slides run exceeds theetthreshold, the system will displayred warning message® notify
the user that it is time to replace the chamb&efer b Module Tracking Optionp. 86, for more information.

o Reset Medule And Chamber Counters

SelectModules:
(M1 (M2 (M3 M4 (45 6 M7 8 9 [A10 411 12 g 1-12

M1314 15 16 17 4 18 119 1 20 4 21 [4 22 ] 23 ] 24 1 13-24

[+ 25 1 26 ] 27 [+] 28 [+1 29 [~] 30 [] 31 [+#] 32 [] 33 [~] 34 [ 35 4] 36 [+ 25-36

Total Number Of Stained Slides

140 Reset Return

Figure65

| f AR@get tdireset the counterfor selectedmodulesbackto 0 after leplachg thechambers.
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Generate Reports
| t AGeferate Reports (1 2 2ReBoyGeaekafrutility.
Referto Section 6: Reporfg. 90, for more information.

Move Robot XYZArm to Middle

Closethe door and clickMove Armto Middle¢ to move the robotic arm to the center of the instrument.

This will endle the user to gain aces to he left side of the instrument to fill the buffdyottle and inspect wash
stations, pumpgif applicablektc.

Perform System Initialization
Cose the or and ¢ A Difializé Systerdé (2 AYAGALF (S Thedobd BiINnitidlize heéiXYzZakek | G A2y ®
while all 36 module lidsnove up to Home. Aen eachpump will initialize over its respective waste station.

Check forModule Malfunction

Clicka / ekkModule<t to checkthe function ofthe modules

TheCheck Modules imdow will open to disphk 36 module checkboxes.

Select the modules using theatkboxes then selectn option to perform thecheck

Check Modules

Select modules:

M1 H2 A3 H4 A5 A6 A7 H8 A9 A0 11 412 M1-12
OBOMEBOBAITHAIBHA9O020A21 A22 023024 013-24
0252627128 12930131 13233134 []35[]36 []25-36

Select check item:
O Heater @® Motion and Heater O Motion

Start Return

Figure66

/ f ASEatt todnitialize the system and start the countdown timer.

Themodules will heat up to a higtemperature >100C.
Takeprecautionnot to touch the modulesuntil the heater check has completed artie modules have
cooled down.

/ £ AGafdcet & G 2 O Imgddi&dheckat Mry time

Check Modules

Finish Time:

2/1/2022 5:12 PM

Remaining Time: 0:1 6:38

Cancel

Figure67
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1)

2)

3)

Sdect theHeater optia to check for heater malfunctioonly.

The system wilbreheat the heaters to 4C, then heat to 103@nd verify the tempertures.

Thesystem will highlight any malfunctioning heatered2 y G KS & f A R SLowTemperatytd&Rr 2 NJ &
6Overheating; otherwise, the system will return the messag@All heatersare functioning properlyé

A Theheaterswill take several mingiesto heat to higher tempeatures during the heater checkTo
avoid burns/injury, do not resume operation untthe heaters have cooledown sufficiently.

Select the Motion option to check fanodule motionmalfunctiononly.

The system will move the Bdo verify all module agitation heights: Home, Extrdoject and AJA7.

Thesystem will highlight any malfutioning module inred ol KS &af ARS YI LJ I WHzy OliNR y&a 2R
otherwise,the system will returnthe messagé ! f f Y2 Rdzf S& LINEBISNAzg @& A 2 y Ay 3

Select the Motion and Heater option to cheftk both module motionand heater mdfunction.
The sgtem will perform both tle heater check and the motion check on the selected nheslu

Figure68

A Protocols may nobe assigned to a slide position with a malfunctionimgater or module until the
module is replacedor repaired, and a newmodule check is performedto clear the error.
ContactCustomer Seiceto repair/replace any malfunctioning heatecs modules
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Flush Tubing with Prime Pump Z1 and Z2 Function
To flushout the tubing,connect a bottle of distilled watefTo clear the tubing linggonnect an empty bottle.
| t AP@rpe Z& and Z2  (iide eadh pump Srver the waste station.

Prime Pump Z1 or PumZ2
Pump 1 is connected to the Z1 tubing lind. I Prime Bump Z4to check the function of Pump 1.
TheZ1 probe will move to thevash station and dispense one full draw of buffer.

Punp 2 is connected tthe Z2 tubing line/ t AP@Grpe Pamp Z2 o ¢heck the function of Pump 2.
The 2 probe will move to the wash station and dispense one full draw of buffe

Lockor Unlock Door
G A Dotk moré to manuallylock the door.
/ f AUBIpk Mook  radually unlock the door.

Backup Report Data
Clicka . I O1 dzLJ w S LdaKeE baskupitopy of the2report data.
Refer toSection 6: Report$.90, for more information.

Replace Pump 1 Syringe Pump 2 Syring(Distributor Access only)
To prevent leaks/water damage, printee pump several timedzd Aty MR S %2 np cleay tRe flddiir the
tubing linebefore removing thesyringe.Dry the syringeind port valveopening befordnstalling the new syringe.

CARO1l 6SwSLIEVMLO v { &@8NAYy3ISe (2 VY 2er&reniory thejiuny1B@idge. A yi2 Ll2aAldA
/ £t A01 awSLX I OS tdzYLl v {&@NAy3ASE¢ (engwhemdp 20syifge. LI dzy ASNI Ay i ;
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5.2. Editors

Access therotocol, reagent and RFID editsrunder thex 9 R A a2 N& ¢

System Utilities
Tools Editors Security Seftings Network LIM
Protocol Editor Reagent Editor
Protocol Editor Config RFID Editor
Protocol Reagent Manager Custom Group Editor
Negative Control Editor Panel Editor
Figure69

Editing Protocolsn the Protocol Editor Overview
Clickd t N2 i 2 O 2d oped RéPio®dGEEditorwindow.

The systemis preinstalled with a set of protocolgptimized to run on theénstrumert; however,the Protocol
Editor providesseveralmodesof customizatiorto fine-tune the protocols teaccommodatethe individual tissue
and staining requirementsf each lab
a. Adjustkeyprotocol cistomizatiors
Change protocol templat
Addnew protocols
Createand modifyspecial protocolgDistributor Accesenly)
Createand modify potocol templates (Distributor Access only)

PoooT

Pratocol Editor

" HRP  HRPPlus HRP Super HRPx HRPxPlus AP APPlus APx APxPlus Double Stain ISHHRP Super ISHAP Super Cyto FISH FISHPlus CISH Special Template

Figure70

Protocolsare groupedunder separatetabsfor eachdetection gstem typei.e.. HRPAP, ISH FISH
Note: Theavailable detection system typesy vary based on the system configuration.
BEvery protocol (exceptthoselisted underSpecial and Templaté&assigned grotocoltemplate.

Protocol Templatesare groupedunderthe Templates th.
The protocol template is useds he baseto geneate allprotocol parameters excluding therimary reagat and
the savedprotocol customization.

Special potocolsare grouped under theSpecal tab.
Special potocols are stad-alone protoolsthat are not generated frona protocol template.
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Clickdversiore to displaythe manufacture® protocol version controhumber (ifapplicable).
The versioncontrol numbermay beupdated each time the maufacturer releases a new set défault protocols
and rea@nts.Note: Useradded protocolsio not affect the versionontrol number.

Confirmation X

V2015.12.17
Updated December 17, 2015

+ 10/16/2017 - <V2015.12.17>
+ 10/17/2017 - <V2015.12.17>
+ 10/19/2017 - <V2015.12.17>
+ 11/1/2017 - <V2015.12.17>
+ 7112/2018 - <V2015.12.17>
+ 7/30/2018 - <V2015.12.17>
+1/18/2022 - <>

Figure71

ClickdProtocol List in the main windowto displaythe complete list of all protocols, includingnegative control
protocols, speial protools, and templates.
Note:ClickdSave to exportthe list toan external text file.

Protocol List

HRP Temp1 ~
APx Temp1

HRP Plus Temp1

APx Plus Temp1

AP Templ

AP Plus Temp1

Double Stain Temp1

ISHHRP Super Temp1

ISH AP Super Temp1

Cyto Temp1

FISH Plus Temp1

FISH Temp1

CISH Temn1 v

Save Return

Figure72
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AdjustingProtocol Qustomizations IHC
Sled the appropriatetab in the Protocol Editorto accessll protocolsgroupedunderthat detectionsystem type

Protocol Editor
HRP HRPPlus HRPSuper HRPx HRPxPlus AP APPlus APx APxPlus Double Stain ISHHRP Super ISHAP Super Cyto FISH FISHPlus CISH Special Template
Gprk a8, Index _Protocol Name ~ Descrption DS Buffer Option TR Option T8 ok Option  Reagent Nome o | [sa. | v S
7O 125 [AcnMspus HRP Pius Temp 1: V3 protocol 130 mod-2016-1... |DS250 [ TR1. high pH 101 [Bter  [v]Acnms o o o |
O [149 |ActinSMpks |HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS250 < | TR, hgh pH “|101 |Bffer v |ActnsM o o Jo |
0O [103 |AEV/AE3pks |HRP Pius Temp1: V3 protocol 130ul mod-2018-1... |DS Buffer | TR1. high pH 101 (Bt v |AEV/AE3 o |2 [0 |
0O |25 |ca19spus [HRP Pius Temp1: V3 protocol 130 mod-2018-1... |DS250 | TR1.hghpH Cl101 |Biler  |v|carss o T Jo |2
0O |51 |Caketoinps |HRP Plus Temp1: V3 protocol 130 mod-2018-1... |DS250 < | TR, hoh pH “|101 |affer |~ |Caretion o o Jo |
O |3 |cDtopus HRP Plus Temp 1: V3 protocol 1304 mod-2018-1... |DS2:50 [~ TR, hghpH 101 [aser  |v|cOT0 lo 2 [0 |
» DS Bufer < |TR1. highpH v Bifer |~
O |10 |cD3pks HRP Pius Temp 1- V3 protocal 130ul mod-2018-1... |DS Buffer < |TR1. hghpH C[101 |Bfler  |v|cD3 o [0 [0 |25
O |5 |co3spus |HRP Plus Temp1: V3 protocol 130 mod-2018-1... DS Buffer | TR1. hghpH 101 [Bdfer |v|cONM o o Jo |
O [131 |cosspus |HRP Plus Temp1: V3 protocol 130u mod-2018-1... [DS2:50 | TR1. high pH v[101 [Bsfer |v|cDSS o Jo [0 [
O |57 |coxzpus | HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS250 | TR, hghpH “lio1 [aster  v|cOX o o [0 |
O |19 |CvomAps |HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS250 | | TR1. high pH |10 (adfer v |Cwoma o J fo |2
O |17 |ck20pks [HRP Puus Temp1: V3 protocol 130 mod-2018-1... |DS250 < |TR1. highpH vl101 |Bster  |v|ck20 o T30 fo |2
O |12 |cksspus |HRP Puus Temp 1: V3 protocol 130 mod-2018-1.. DS Buffer <~ |TR1. highpH Cl1or [Bser  v|ckss RS
O |15 |cK7pus |HRP Plus Temp1: V3 protocol 130ul mod-2018-1... DS Buffer [~ | TR1.highpH Clior [asfer  v|ck7 o (o [0 |5
O [153 |CKHMWphs [HRP Plus Temp1: V3 protocol 130 mod-2018-1... DS Buffer [ [ TR1. highpH vl [ader |~ |ckHMW o o o |
[0 [125 |Desmnplus |HRP Plus Temp1: V3 protocol 130 mod-2018-1.. |DS250 | TR1. high pH v[101 [Bffer | ~|Desmin o o Jo |
O 187 |eRcrus | HRP Pius Temp1: V3 protocol 130 mod-2018-1.._|DS250 |+ [ TR1. hgh pH v[101 [asler  |v|ERG N
Save Edit Add Delete Change Template Refresh Refresh All Protocols Protocol List Version Cancel Retun
Figure73

Sdecta protocol by clicking thempty cell in theleft columnof the edior. The selecton will highlicht in blue.

Todisplaythe full protocol, clickéEditt to open theAdvanced ProtocbEditor.
Note: The user cannot edit the protodatitectlyfrom this windowbecause the protocol is generated fram
template.

Advanced Protocol Editor

HRP Plus Temp1: V3 protocol 130ul mod-2018-10-24

Max
Step Incubation Incubation Temperature Volume
Index Set Exract Link g:v Reagent Type Reagent Name o) Type Incubation Time Table Agtation Wash Buffer Type  Wash Buffer E] W) EdtMask
7 T @ 7 v — Iject 00.00.01 v o] ] I
» 1 A O O |pewa os1 20 |Nomal D005001 | 00000 OO o MO0 o System Fuud 0|8 0
04:30 - 00.59: :
e 5 > = i T nect 000001 ~ vl ]
2 WS 2 |(Ols |ones DS Busfer 20 |Nomal 000445 e AL000059  |Buffer Buffer 1|20 0
| | Tene
S s = v : ‘ 3001300 v 5
3 B @ |08 |Retteva TRI, high pH 7 |Nomal w2700 | CRORID-OLZIL0 101 C A00TE00  |Buffer System Fuid 1 |200 0
| | Tenmoc
% @ &5 = Inect 0000:01 v v
¢ B 2 (Ol |ade System Fuid 20 [Nomal 000430 00:0000-0053:0033°C A000059  |Buffer System Fud 0 [ss 0
, ‘ TNt
% 5 5 = niect 0000:01 v v
s el B |O)s  |swoyce fcom 120 |Nomal 002000 | 00:0000-00200025C KOO0 o System Plud 120 0
<

Figure74

Most parametes displayedn the Advanced Protocolditor are determinedby the protocoltemplate; however,
the user has the optioto make furtrer cugomizationby chandng the protocol templateor creating a special
protocol. Rder to Creatingand Modifying Protocol Templatesp. 62, and Creatingand Modifying Special
Protocols p. 61, for more information.
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Theuser mayadjust thekey protocol parametersdirectly in the mainwindow: pretreatment, artigen rerieval,
peroxidaseblockingand antibody incubation

DS Buffer | TR1. high pH v 101 |Buffer v |CD20 0 20 |0 25

DS Buffer TR1, high pH v 101 | Buffer v|CcD3 0 30 |0 25

F&Mw,mghw v 101 |Buffer v |CD34 0 30 |0 25

DS2-50 ~ | TR1. high pH v 101 |Buffer v |CD68 0 30 |0 25

DS2-50 ~ | TR1. high pH v 101 |Buffer v |cDx2 0 30 [0 25
Figure75

Tocustomizethe pretreatment reagent sdectfrom the dropdown list undeDSBuffer Option.

A. DS250. This is the default option. Dewax solution 2 igli@d to enhance antigeretrieval.

B. DSBuffer. Select this option to apply wakhffer instead of Dewax solution 2. This option may improve
morphology or improve ovestaining by reducing the strength of antigen retrieval.

C. DSE50. Select this option tapply aprotease enzym, incubated at58C instead of Dewax Solution 2

Tocustomizethe antigen retrievalreagent, selectfrom the dropdwn list underfTR Option

A. TR1. This is the default optiomargetRetrievalsolution 1, high pH 9s applied

B. TR2. Select this optioto applyTargetRetrieval solution dow pH6. This maymprove morphology or
improve overstaining by reducing the stngth of antigen retrieval.

C. TRA4. Select this option to apply Target Retrieval solution 4, high pH 9. This solutim is specially formulated

for difficult antibodies and tissues.

D. TRBuffer. Select this option to applyash bufferinstead ofTargetRetrievalsolution. This option may be
used when arigen retrieval is not required. Ne: Set hcubation temperature to 3Cto reduce evaporation

E. TR EnzymeSelect this option to apply a cust@nzymeinstead ofTargetRetrieval solution

Note: Set incubation tengrature to37 CdQRequires8370uL/testfill volume.
Noate: It is recommended toreate analternate protocol tenplate orspecial protocbbecause thénigh volume
may causesome overflow.

To customizehe antigenretrieval incubation temperature adjust the Temp(Ch

A. 101Cis the default temperature for antigen retrieval.

B. Reducehe temperature to98C/95C(or lower) to reduce the stregth of antigen retrieval.
C. Increase thégemperature to 103Cor higherto increase the strength of antigen retrieval
D. Reducehe temperature to 3TCif anenzymeor buffer optionwasselected

Tocustomizethe peroxidaseblockingreagent, select from the drgodown list underBlock Option

A. Buffer. This is the default option (no blocking stéfy1 is formulatedo provide sufficient bloking under
most conditions.

B. Block Select thi®ption to applyHO; blockinstead of wash buffer

Tocustomizethe primary antibodyincubdaion time and temperature adjustthe Time (hh,mm,s$and Temp (Os
25Cis the default temperature for antibodycubation.

Increase the incubation temperature to @7o increase sining intensity.

Decreas theincubation time (minimuniOmin) to decrease the staining intensity.

Increasethe incubation time to Smin/1hr to increasestaining intensity.

Note: Increaing the incubation timéor temperature) may affect the staining ara by increasinggvaporation
It isrecommended to adjughe antibodydilutionto maintain an incubationtime X#80min.

OO w>
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Clicka { | @ &pplyand savehe changesto the selected protocol(s)

AAf LINRU202fa UKIU KIS 0SSY Y2RATASRJarkdd®shangeédsd Y I y dzt | Ol
The user may backup these protocol customizations usysem Utilities>SettingsiSave All
Customizations Refer to p84, Save All Customizationgor more details.
Protocol Editor
HRP HRPPlus HRP Super HRPx HRPxPlus AP APPlus APx APxPlus Double Stain ISHHRP Super ISHAP Super Cyto FISH FISHPlus CISH Special Template
Mark 32 index  Protocol Name ~ Descrpton DS Bufer Opton TR Option Te™: ok Optin  Reagent Nome T s | e
_D 125 | Actin MS plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1. high pH ~ (101 |Buffer v | Actin MS 0 30 0 25
a 143 | Actin SMplus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1, high pH v (101 |Buffer + | Actin SM 0 30 [] 25
a 1]]3 AEVAEB?. HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS Buffer ~ | TR1. high pH v 101 |Buffer v AEI/AE; 0 20 0 AZS
a 215 “CMS-SFIu- HRPmTu!oi'V?pfuoed1mM201&l DS2-50 ~ | TR1. high pH v (101 |Buffer v |CA199 10 30 0 _25
» a 51 Calretinin plus HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS2-50 ~ | TR1, high pH v (101 |Buffer + | Calretinin 0 3 0 25
a 53 CD10plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1, high pH ~ (101 |Buffer ~|CD10 0 3 |0 25
%] 107 _cozom HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS2-50 ~ | TR1, high pH v (101 |Buffer ~ |CD20 i'o 20 : 0 "25
[E] 109 |CD3pius HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS Buffer ~ | TR1, high pH ~ (101 |Buffer ~|CD3 0 30 0 25
[m] 55 CD34 plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS Buffer ~ | TR1, high pH v 101 | Buffer v |CD34 0 30 0 25
(=] 131 |CD68plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1. high pH v |101  |Buffer ~ |CD68 0 30 |0 25
[m] 57 CDX2plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2:50 | TR1. highpH ~ (101 |Buffer v |COX2 0 30 [} 25
O |15 | ComAps HRP Pls Tenp': Vagrotoc 130 mod 2016-1.. [DS250 ~ |TR1. hoh ot i [Bfiw |v]cwons OO
a 127 |CK 20plus HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS2-50 ~ | TR1. high pH ~ (101 |Buffer v [CK20 0 30 0 25
a 123 |CKS5/6plus HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS Buffer ~ | TR1, high pH ~ 1101 |Buffer v |CK5/6 0 3 0 25
O 157 k7o HRP Pls Temo1: V3 protoc 130 mod-2018-1... DS Bufr | TR1.hoh pH o |ase |vickr OO L )
a 153 _CKHMWpI. HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS Buffer ~ | TR1, high pH v (101 |Buffer ~ | CK HMW .D 3 |0 .25
a 123 | Desminplus HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS2-50 ~ | TR1, high pH ~ (101 |Buffer + | Desmin 0 330 0 125
O 187 |ERG Pus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1, high pH ~|101  |Buffer v |ERG 0 30 |0 25
Figure76

/ t AGarcet & (i 2 albunsa@&fianges.
ClickdReturre to exitthe Protocol Editor

AdjustingProtocol CustomizationdSH/CISH/FISH
Sdectthe appropriateprotocoltab in the Protocol Editorto accesdSH CISHor HSHprotocols

Pratocol Editor
HRP HRPPlus HRP Super HRPx HRPxPlus AP APPlus APx  APxPlus Double Stain ISHHRP Super ISHAP Super Cyto lﬂSHj FISHPlus CISH Special Template
u"‘;“‘;d Index  Protocol Name ~  Description Reagent Name m‘: . | See

» O (31 ALKFISH FISH Temp: A4/220ul quick wash Rev 1.1.120. . Pepsin 0

O 61 BCL2 FISH FISH Temp1; A4/220ul quick wash Rev.1.1.1.20... Pepsin 30

O |65 |BCLEFISH FISH Temp1: A4/220ul quick wash Rev.1.1.1.20... Pepsin 0

0O |63 |ccnpims FISH Temp1: A4/220ul quick wash Rev.1.1.1.20. . Pepsin 0

O (33 | EWSRIFISH FISH Temp1: A4/220ul quick wash Rev.1.1.1.20... Pepsin 0

[0 |3 | Her2FISH FISH Temp1: A4/220ul quick wash Rev.1.1.1.20... | Pepsin £

O (7 |eHASH FISH Temp1; A4/220ul quick wash Rev.1.1.1.20... Pepsin 0

O (1 |MomMzRsH FISH Temp1: A4/220ul quick wash Rev.1.1.1.20... Pepsin 0

O |7 | METRASH FISH Temp1: A4/220ul quick wash Rev.1.1.1.20... Pepsin 0

[0 |48  MYCFISH FISH Temp1: A4/220ul quick wash Rev.1.1.1.20... | Pepsin 35

O |7 |RETFAsH FISH Temp?1; A4/220ul quick wash Rev.1.1.1.20... Pepsin 0

O |4 ROSIFISH FISH Temp1: A4/220ul quick wash Rev.1.1.1.20... Pepsin 30

=]

Edit ‘ Add Delete ‘QumeTm\plun

Refresh

Refresh All Protocols

Figure77

Tocustomizethe enzymeincubation timeand temperaure, adjustthe Time (hh,mm,s3andTemp( Os
Clicka { I @ Spplyand savehe changesto the selected protocol(s)

The user may backup these protocol customizations usystem Utilities>SettinggSave All
Customizationg Refer to p84, Save All Customizationgor more details.
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RdreshingProtocol Cusbmizations
Theuser maysave andestorethe protocol customizationsafter making a change the Protocol Editor

A Backup theprotocol customizatiors before refreshing the protocolsif necessaryAny recent
custamizal A 2y a GKI G KI @S y 2Save allEsyomipatioBs] $R  dzLIo &a 2 WS N NR G ( ¢
the refresh procesRefer toSave All Customizationg. 84, for moredetails.

ClickdProtocol Editog to open theProtocol Editorwindow.
Selectthe protocol (shy clicking theempty cell in theeft column of the edita. The selection wilighlight inblue.

G A Rdfresli andselect the desird refreshoption, then dick 6OK.

A. oRefresh vith saved cutomizationé will restore theprotocol(s)usingthe usei@saved astomizations.

HRP HRPPlus HRP Super HRPx HRPxPlus AP APPlus APx  APxPlus Double Stain ISHHRP Super ISHAP Super Cyto FISH FISHPlus CISH Special Template
Mak 3 \dex  Protocol Name ~ Description DS Buffer Option TR Option Tem. Bock Option  Reagent Name Tome Tomo. B2
Changed AT e I () | e | Secktwn: Hour Mn. Sec. (T)

(] 125 | Actin MS plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1, high pH v (101 |Buffer + | Actin MS 0 30 0 25

O 149 Actin SMplus HRP Plus Temp1: V3 protocol 1304 mod-2018-1... |DS2-50 ~ | TR1, high pH ~ 1101 |Buffer ~ | Actin SM 0 30 0 25

O 103 |AE1/AE3plus HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS Buffer v [ TR1, high pH v |101 | Buffer v | AE1/AE3 0 20 0 25

(] 215 |CA199Plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1, high pH v {101  |Buffer v |CA139 0 30 0 25

o s Calretinin plus HRP Plus Temp1: V3 protocol 130u mod-2018-1.__IDS2:50. TR1 hichoH. v 1101 |Buffer v | Cakretinin 0 0 |0 %

[0 |53 [CD10pks HRP Plus Temp1: V3 protocol 130ul| Refresh Protocol Options v {101 | Buffer v|cD10 0 0 0 |5

» % CD20 plus HRP Plus Temp1: V3 protocol 130u ® Refreshwith d v Buffer v

O |13 |co3pus HRP Plus Temp 1: V3 protocol 1304 iGReshwah shved cisionzon Ol [Bler v cD3 o (0 Jo [

] 55 CDM plus HRP Plus Temp1: V3 protocol 130ul O Refresh with manufaturer default w1101 |Bufer +|cp 0 30 0 2%
131 |CD68plus Hi ‘emp1: V3 protocol 1 ~|101 or v |c068

(] D68 IRP Plus Te 30u 0 Buff CO! 0 30 0 2

0O |57 |coxzphs | HRP Plus Temp1: V3 protocol 130u Cancel oK v[101 | Buffer v|cox2 |0 0 0 |5
1" A plus H s Temp1: V3 protocol 1 v|101 er v

O 9 | Chrom/ IRP Plus Te 3 304 0 Buff ChromA 0 30 0 25
1 K 20 plus Hi ‘emp 1: V3 protocol 130u mod-2018-1. X ~ | TR1. high p ~|101 vicK

O 27 |CK20 IRP Plus Te 3 304 2018 DS2-50 TR1. high pH [ Buffer CK20 0 30 0 25

(] 123 |CK5/6plus HRP Plus Temp1: V3 protocol 130 mod-2018-1... |DS Buffer ~ | TR1, high pH v 101 |Buffer v [CK5/6 0 30 0 25
1 K 7plus H ‘emp1: V3 protocol 130u mod-2018-1 v | TR1, highpl v |10 er vicK

] 57 |CK7 RP Plus Te 3 304 -2018- DS Buffer TR1, high pH 0 Buffe CK7 0 30 0 25

O 153 |CKHMW plus HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS Buffer ~ | TR1, high pH V{101  |Buffer v | CK HMW 0 30 0 25

O 129 | Desmin plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1, high pH v |101 | Buffer + | Desmin 0 30 0 25

O 187 |ERG Plus HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS2-50 v | TR1, high pH ~ 101 |Buffer v |ERG 0 30 0 25 v

Save Edit Add Delete Change Template Refresh All Protocol Protocol List Version Cancel Return

Figure78

B. d&Refresh vith manufacturer defaul€ will resetthe protocol(s)to the manufacture customizations

HRP HRPPlus HRP Super HRPx HRPxPlus AP APPlus APx  APxPlus Double Stain ISHHRP Super ISHAP Super Cyto FISH FISHPlus CISH Special Template

HRP Plus Temp
HRP Plus Temp

® Refresh with saved customization

O Refresh with manufaturer default

EEEEEOEEEEREDN

Figure79
Tip: Selectmultiple protoco$ by holding down the Ctrl keselect all protocols in theab by clicking theellin the
upperleft corner
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Changing théAssignedProtocol Template
Some staining protocolsmay requie further cugomizationbeyond theavailable mrametersaccessite in the main
Protocol Editorwindow. In such circumstancetje user mayassigra dfferent protocol templag.

Confact Technical Support for assistancednly users withDistributor accessnay aeate or modify
protocol templates Refer toCreatingand Modifying ProtocolTemplates p. 61, for moreinformation.

ClickdProtocol Editog to open theProtocol Editorwindow.
Sdectthe protocol by clicking theempty cdl in the left columnof the edior. The selecton will highlight in blue.

To select different protocol template, cick@Change Template
The Select Templategindow will open andlisplaythe Protocol Templateavailable foithis Protocol Type
Thecurrent assignegrotocol templateis highlighted in blue.

ANote: Make sure to save all currergrotocol customizationsin Settingsbefore proceeding The
protocols must be regenerated after changing the protocol template. Any unsaved customizatiolis wi
be overwritten.

HRP HRPPlus HRPSuper HRPx HRPxPlus AP APPlus APx APxPlus Double Stain ISHHRP Super ISHAP Super Cyto FISH FISHPlus CISH Special Template

Mark Te T T ~
Chan;::d index  Protocol Name ~  Description DS Buffer Option TR Option ( ETP Block Option  Reagent Name H::r Min.  Sec. [ ETD

125 | Actin MS plus HRP Plus Temp 1: V3prol Select Template Bufier | | Actin MS 0 2

149 | Actin SMplus HAP Pius Temp1: V3 pro Buffer | Actin M 30 2

103 AE1/AE3 phus HAP Plus Temp1: Viprt] Protocol Templates Selected Template Buffer ~ | AE1/AE3 20 2

]
25
]

215 | CA199Plus HRP Pius Temp1: Viproll | HRP Plus Temp1 HRP Plus Temp2 Buffer ~ |CA199
o 4 P Tene v2 ] TR S TR o
53 CD10plus HRP Plus Temp1: V3 prof Buffer ~ |CD10

CD20 pius HRP Plus Temp1: V3 prot .m B co20 20 FS

[m] 0 0

[m] 0 0

[m] 0 0

O 0 0

[m] 0 0

[m] 0 0

= [] 0

O [w09 cD3pus HRP Plus Temp 1: V3 pro Description Buffer ~|cD3 0 L] 25

O 55 CD34 plus HRP Plus Temp1: V3 prol HRP Plus Temp2: V3 protocol Buffer ~ |CD3M4 0 30 0 Fi

O |m  cosepis HRP Plus Temp1: V3 pro 130ul mod-2018-10-24 Bufer |~ |CD6B o [ Jo =

O |57 cDX2pius HAP Plus Temp1: V3 pro Buffer + |coxa 0 (3 |0 [

O |19 CromApis HAP Pius Temp1: V3 pro Buffer v | crvoma 0 M [0 |

O [127 CK20phus HAP Plus Temp1: V3 pro Buffer |~ |CK20 0 [ [0 |

O [123 CK56phs HRP Pius Temp1: V3 prof Buffer v |CK5/% 0 (30 |0 [

O |157 CK7pus HRP Plus Temp1: V3 pro e Buffer v |CK7 0 (30 |0 [

e

O [153 | CKHMWplus HAP Plus Temp1: V3 pro Buffer ~ | cx HMw 0 (3 |0 [

00 [129  Desminpius HRPPlus Templ:V3profl______ S ) |Buffer | Desmin 0 [ |0 |

[0 187 ERGPus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... | DS2-50 ~ | TR1, high pH ~ 101 |Bufer |~ |ERG [E v
Save Edit Add Delete Change Template Refresh Protocol List Version Cancel Return

Figure80

Selectthe desiredprotocol template and clickOK (G 2 O KReémpl@&assigritrdnt. Theystemwill
automatially regeneratethe protocol using theselected template andpplythe savedprotocol custornizations.

Protocol Editor
HRP HRPPlus HRP Super HRPx HRPxPlus AP APPlus APx APxPlus Double Stain ISHHRP Super ISHAP Super Cyto FISH FISHPlus CISH Special Template
Gk 23, Iodex _ Protocol Name » Description DS Bufer Option TR Option Tem. Bock Option  Reagent Name e [ PR .

O 125 | Actin MS plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1. high pH v 101  |Buffer ~ | Actin MS 0 30 0 25
] 149 | Actin SMplus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1. high pH ~ 101 |Buffer | Actin SM 0 30 0 25
0O [103 |AE1/AE3pls HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS Buffer ~ | TR, high pH v[101  |Buffer v |AE1/AE3 0 20 |0 25
O 215 | CA199Pus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2:50 ~ | TR1. high pH v 101 Buffer v |CA19-9 0 30 0 25
(] 51 Calretinin plus HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2:50 ~ | TR1, high pH ~ 101 Buffer + | Calretinin 0 30 0 25
(] 53 CD10plus HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS2-50 v | TR1. highpH v 101 Buffer v |CD10 0 30 0 25

» % 107 |CD20plus HRP Plus Temp2: V3 protocol 130u mod-2018-1... Y- V.08 ~ | TR1. highpH ~ REL Buffer i CD20 0 20 0 25

Figure81

PathCom Operating Manal, Rev.L 59



AddingNew Protocols in the Protocol Editor
Theuser maycreatenew protocolsto test third-party antibody products different antibody titers, andvarious

customizationoptionsto aid instaining optimizaion.

To add a new protocglselect the appropriateprotocoltab of the Protocol Editor andclick 6GAddg.
Inputa unique name in théield for Protocol Name

Each protocol mushave a uniquename. Append a short suffix to the end of the protocol name to
distinguishthe detection system usedr modifications made.

To avoid conflictsvith positive or negative controlsn the programming software, @ase refrain from
dza A y 3

iKS

& &-irabteferdd ofitHe protdcol Mamex

'l':ig']uré'8'2

Selet the Reagnt Typeand ReagentName of the primary reagent
Refer toAdding New Reagnts in the Reagent Editop. 72, for more information on dding newreagents.

Selecthe TemplateName if more than onéemplate isavailable.
Refer toCreatingand Modifying Protocol Templatesp. 61, for moreinformation on adding new templates.

ClickéAddé to generatea new protocol from the selectedprotocoltemplate.
Note: New protocol(s) will be generated with default cusmizations basedon the protocoltemplate.

HRP HRPPlus HRPSuper HRPx HRPxPlus AP APPlus APx  APxPlus Double Stain ISHHRP Super ISHAP Super Cyto FISH FISHPlus CISH Special Template
g’g;; index  Protacol Name Descnption DS Buffer Option TR Option rg"’ Biock Option ~ Reagent Name ;‘gj Mn.  Sec TE""" 2
O [125 | ActinMSplus HRP Puus Temp1: V3 protocal 1304 mod-2018-1... |DS2:50 « | TR1. high pH v 101 |Buffer + | Actin MS 0 (3 |0 |25
O [149  Actin SMplus HRP Plus Temp1: V3 protocol 130 mod-2018-1... |DS2:50 v | TR1. high pH v 101 |Buffer v | Actin 5M 0o (3 [0 |
[0 [103  AEV/AE3phus HRP Puus Temp1: V3protod Add Protocol 1 |Buffer | AE1/AE3 0 |2 |0 |
] 215 | CA199Plus HRP Plus Temp 1: V3 proto 1 | Buffer ~ |CA199 0 30 0 25
1 [m] 51 Calretinin plus HRP Plus Temp1: Viprotaq Protocol Name CD20 Block 1| Buffer v | Calretinin 0 30 0 %
O |[s3 CD10pus HAP Plus Temp1: V3 protor 1 |Bufer +|co10 0 (3 |0 |25
| Please Select
| =] 107 | CD20plus HRP Plus Temp2: V3 protos 1 |Buffer v |CD20 0 20 0 25
O [ws cospus HRP Puus Temp1- Vipmtoq ~ Reagent Type Antibody C-C v 1 |Buter +|co3 o (30 |o |2
O |55 |cD3Mpus HRP s Temp: Vipmlod  RaagentName [coz 1 |Buffer v |cD34 RE IS
O |31 cDsBpus HRP Plus Temp1: V3 protos 1 |Bufer v |cpss 0 (3 |0 |
0O |57 |cOx2plus HRP Plus Temp1: V3 proto Template Name [HRP Plus Temp1 1| Buffer v |cDx2 0 0 0 25
O [119 | ChromAphs HRP Plus Temp 1: V3 protos 1 |Bufer + | ChromA 0 % 0 |
| O [127 cK20pus HRP Plus Temp - V3 proto Return Add 1 |Buffer v |ck 20 0 n 0 [
| ] 123 |(CK5/6phus HRP Plus Temp 1: V3 protos 1 | Buffer ~ |CK 5/6 0 30 0 25
| O |[157 |cK7pus HRP Plus Temp1: V3 protos 1 |Bufer v|ck7 0o (3 |0 |
| O [153 | CKHMWplus HAP Plus Temp1: V3 protocal 1304 mod-2018-1... | DS Buffer « | TR1, high pH v (101 |Buffer |k MW 0 % [0 |
i O 129 | Desmin plus HRP Plus Temp 1: V3 protocol 130ul mod-2018-1... |DS2-50 ~ | TR1, high pH ~ 101 |Buffer + | Desmin 0 30 0 25
| O 187 | ERG Plus HRP Plus Temp 1: V3 protocol 130ul mod-2018-1... |D52:50 ~ | TR1. high pH ~ 101 |Buffer ~ |ERG 0 30 0 25 v
Save Protocol List Version Cancel Return

Theuser must customizethe new protocol(s)basedon the desiredtest parametersyendoi® datasheetor

manufactuer@ recommendations.

ClickéReturré to close thewindow after all protocols are added.

Todelete a protocol, select the protocofrom the leftmost colurm andcliO | Delétes.

Note: The systm may regict the user frondeletingcertain protocols created by the manufacturer.
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Creatirg and Modifying SpecialProtocols(Distributor Access only)

Special protocols are grouped undbe Special tab ahe Protocol Editor Thesestandaloneprotocols offerusers
the flexibility to customizeachstep of the staining protocoto fulfill the spedal requirements ofew staining
applicatiors, i.e.: Special Stains, IMultiplex etc.

Only wiserswith Distributor accessnay create specialprotocols ContactTechnical Supprt for
assistane. New protocols maybe imported to the system using the Protots and Reagents Maneg
Refer to p69, Importing Protocolén the PR Manager

Sdectthe Spedal tab in the Protocol Editorto view the list of special protocols

Protocol Editor

HRP HRPPlus HRP Super HRPx HRPxPlus AP APPlus APx APxPlus Double Stain ISHHRP Super ISHAP Super Cyto FISH FISHPlus CISH Special Template

20

hTERT w/ Block

130ul 83c TR1 45m37c 150

PINg

P40+HMW(HRF), AP-p5044

PIN4 2TR

20130103 send to STATLY

Z-120ul-A7 test
Z-200u-Adtest

120ul Grid 8 not 100% full. g
200ul Gnid 8 not 100% full. ¢

Z-360ul-A3 test

360ul fill Grid 8 not 1007% full

m index Protocal Name . Description
28 |Clean Chamber Atomatically chamber cleaning protocol wil dea...
25 | Her2CISH F2 Singe
24 Her2 FISH F4 wash atbic abd dry atthe @ Add Protocol
18 |Her2FISH Fétenplate wash a1 68 & dy
16 |hTERT 15mV3template 20180213 tested template | Protocol Name
21 |hTERT no Bock No H202 block

Oooooojooooojoo

8B YRE

Z-Extracting Test

240ul Inject/A4

Delete Change Template Refresh Refresh All Protocols ’ Protocol List ‘ Version ‘ Cancel

~ Figure83

To add a new specigrotocol, clickGAdde.
Erter the Protocol Nameand clickdAdd¢ to generate abasicone-step protocol.

AThe protacol name must baunique. Refer to the Protocol List view thefull list of protocols

Advanced Protocol Editor

Incubation Time m"“‘“’"’““" Agiation Wash Buffer Type  Wash Buffer

Iect 00,0001 [v
47000130
T<71T

00:10:00 00:00:00 - 00-10:00 25°C Buffer System Fluid

Figure84

TheAdvanced Potocol Editorwill automatically operto displaythe details of thespecialprotocol.
Inset additionalstepsand modify the specialprotocol as needed.
Refer toEditing Protocol Peameters in the Advanced Protocol Editqr. 65, for more infomation.

Protocol Nane storesthe name of theprotocol.

Protocol Typddentifiesthe protocol as Special

Primary Reagents not identifiedbecause speciglrotocols are not generated fom a template.

Control Reagents not identified because special protols arenot customizabldrom the mainwindow.
Descriptionstoresthe description that will be displayed the mainwindow.

Open Tostores thesecurityacaess level of thg@rotocol.
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Alternatively,right-clickand Copy a protocol, templateor special prtocol from any tabin the Protocol Editor
Note:It is recommended to select a simigatisting protocol to use as a bafee geneating the specal protocol

Protocol Editor

HRP HRPPlus HRPSuper HRPx HRPxPlus AP  APPlus APx APxPlus Double Stain ISHHRI
Mark s \jex  Protocol Name  Descrption DS Buffer Option
Changed
O [15 [AtnMspls HRP Plus Temp 1: V3 protocol 130 mod-2018-1.. |DS250
7O |19 |AcisMpus |HRP Plus Temp1: V3 protocol 130 mod-2018-1... |DS2:50
7O |03 [aEvAE3pls | HRP Plus Temp1: V3 protocol 130 mod-2018-1... |DS Buffer
O (215 |cA199Pus HRP Pus Temp1: V3 protocol 130 mod-2018-1...|DS250
7O st |caretnnpus |HRP Plus Temp1: V3 protocol 130 mod-2018-1... |DS2:50
7O [s3 [cotopus |HRP Plus Temp1: V3 protocol 130u mod-2018-1... |DS2:50
%] 224 CD20 Block HRP Plus Temp1: V3 protocol 130ul mod-2018-1... |DS2-50
»
[ cow | HRP Pius Temp 1: V3 protocol 130u mod-2018-1...
|cD34 pius |HRP Plus Temp1: V3 protocol 130u mod-2018-1...

Figure85

Rightclick andPastethe protocolinto the Special taland enterthe Paste Name

Protocol Editor

Mark as

Gt ndex Protocol Name Descrption
[0 |28 |CleanChamber | Atomaticaly chamber cleaning protocal wil clea. .
[0 |25 |He2CISHF2Singe
[0 |24 | Her2FISHF4 wash at68c abd dry at the end
O 18 He2FISH Fétemplate wash 2t 63 & dy
O |16  |hTERT 15mV3template 120180213 tested template
O |21 |ATERTno Bock [No H202 block | ——
[ |20 |WTERTw/Block 130u 93 TRY 45m37c 15m]
O |22 [;ing P40+HMW(HRP), APp504s 4 R
O 2 |pvzm 20190103 send to STATLab
O .17 Z-120ul-AT7 test .1Zﬂlﬁ'idﬂrﬂ1mﬁl,ﬁ:|
O 23 |zZ200uAdtes 2004 Grd 8ot 100%ful, cof | CaNcel
=

7 aend A%im

SRS ER i B s A £

HRP HRPPlus HRP Super HRPx HRPxPlus AP APPlus APx  APxPlus Double Stain ISHHRP Super ISHAP Super Cyto

new special protocol

FISH FISHPlus CISH Special Template

Figure86

To modifya specialprotocol, slectthe protocolin the Special taland dick 6Edit to display the detail®f the
protocol. Note: Users withDistributor access magdit the special protool directly fromthis window Userswith
Supervisor access may hdwmaited permissionso editcertain stepnly.

To delete a special protml, select the protocol andlick dDeleteg. It isrecommendel to deletespecial protocols
that are nolonger usel for system éficiency.
Note: Manufacurer@ protocols may b@rotected by the system andanna be removed.
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Creatirg and ModifyingProtocol Templates (Distributor Access only)

Protocol templates are grouped undethe Templategab ofthe Protocol Edibr. Users mayreate additional
templates toapplyaddtional protocol cusomization(s)to a subset ofprotocols groupedinder the same detection
type. i.e.:add protein block stepaddenzymedigestion stepcustomizecounterstaining or customizeantigen
retrievaltime.

Only wserswith Distributor accessnay createor modify protocol templatesprotocoals. Contact
Technical Supprt for assistane. Newtemplatesmaybe importedto the system using the Protocols and
Reagents ManageRefer to p69, Importing Protocolén the PR Manager

Sdectthe Temgate tabin the Protoool Editorto view tte list of protocoltemplates

Figure87

To add a newprotocol template, clickéAddé @
Erter the TemplateNameand clickdAddé to generate ebasicone-step protocoltemplatewith the Primary
Reagentautomatially added

ATheprotocol template name must beunique and must containthe word, d Tempe
Note:dTemg is preceded by a space

AThetemplate@ primaryreagentmust be setbe the same aghe protocol template name
Note: Thisname is sed asa spaceholderto indicatethe position in the templateto bereplacel by each
protocol@ piimary reagent wikn the template is usito generateprotocols.

Figure88
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