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1.0

11
1.1.1

1.1.2

1.2

1.3

Introduction
i6000~ Infinity - Automated Staining System

The Instrument
Intended Use

The i6000™ Infinity is intended for research use in Inmunohistochemistry (IHC), In-Situ
Hybridization (ISH), Special Stains and other histological and histochemical staining
procedures. The results must be interpreted by a qualified pathologist.

Automated Universal Staining

The 16000~ Infinity is a complete and reliable system used for histochemical,
immunohistochemical, and immunocytochemical staining in addition to certain In situ
hybridization protocols. This fully automated, walk-away system provides excellent and
consistent staining results between assays and can stain up to up to 60 slides in one single
run. The quick and efficient robotic execution of protocols saves time, money, and labor
thereby allowing laboratory workers to perform other tasks. The i6000~ Infinity combines
BioGenex’s superior primary antibodies, reagents and detection systems with a cutting-
edge system automation and the user-friendly i6000~ Windows XP/7 Software. BioGenex
provides a complete set of reagents, buffers, hardware, and software, optimized for inter-
assay consistency and accuracy of staining. The i6000~ Infinity operates in an open "user
defined" mode. The user defined mode allows users to develop “home-brewed” protocols
for their unique applications, thus meeting the changing needs of reference and clinical
laboratories, and the basic user defined community.

General Principles of Operation

The 16000~ Infinity consists of an XYZ robotic arm with a unique staining head that picks-up
and discards standard disposable pipette tips, and precisely applies reagents to tissue
sections thereby eliminating the possibility of cross-contamination. The integrated wash
and blow head rinses the slides after each reagent-incubation and blows off the excess
buffer from the slides at the end of the rinsing step. It is designed to produce maximal
spreading of reagents on tissue sections when used in conjunction with BioGenex
immunostaining reagents. The i6000~ Infinity is designed to complete a staining run of 60
slides in less than three and half-hours.

Precautions and Warning

The 16000~ Infinity must be unpacked, inspected, and installed by an authorized BioGenex
representative. The serial number should be recorded and the accessories should be
checked against the accessory list. The i6000~ Infinity presents no hazards to operators if
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operated according to the instructions in this manual. Read the following safety precautions
before applying power to the instrument.

The 16000~ Infinity may be used only for research uses specified in this manual and for
appropriate user defined purposes. Any other use is prohibited. Clinical interpretation of
any staining results from the i6000~ Infinity operation is solely the responsibility of the
user.

The clinical interpretation of any positive signal or its absence should be evaluated within
the context of clinical presentation, morphology and other histopathological criteria. The
clinical interpretation of any positive signal or its absence should be complemented by
morphological studies using proper positive and negative internal and external controls, as
well as other diagnostic tests.

Do not operate the i6000~ Infinity in an environment where inflammable vapors may be
present. Operating AC-line-powered equipment in such an environment may cause an
explosion.

j Fuse type: GDB5A, 250V
Warning: For continued protection against fire hazard, L i \

replace only with same type and rating of fuse

When replacing any fuse on the i6000~Automated Staining System, make sure that a fuse of
the same type and rating is used. Using the wrong fuse may lead to fire or instrument
failure.

The AC-line cord provided with the i6000~ Infinity is intended to ground the chassis to help
prevent shock and injury to personnel. The i6000~ Infinity meets all national and local
electrical codes that require a three-conductor AC outlet that connects the third wire of the
line cord to the earth ground. Do not in any way defeat the grounding connection of this
instrument.

Use of the 16000~ Infinity may require the use of hazardous chemicals. Please refer to the
reagent manufacturer’s instructions and be sure to follow all applicable local regulations for
the use, handling, storage, and disposal of any hazardous chemicals and waste. Liquids used
on the i6000~ Infinity may present a slip hazard if spilled on the floor. Excessive jarring of
the instrument while the lid is open may cause the lid to close unexpectedly.

Test for ground continuity between the system chassis and adjacent equipment or metal
plumbing to ensure that the operator cannot become a conductor between power ground
and building ground. Never tamper with the 3-pin power plug.

Do not service the system while power is ON. Refer all servicing to a qualified technician.
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Accessing the 16000~ Infinity while the
robotics are in motion, may cause bodily

WARNING! injury. Ensure that the run is paused prior to
Maving parts. Keep hands and accessing the working space.
fingers away while unit Is in
operation.

The i6000~ Infinity is equipped with a door
switch which when open will stop the
movement of the robotic arm.

| This symbol identifies the location of the
—— earth grounding point on the instrument.

Warning Instructions
Power outlet should be near the equipment and it is easily accessible for easy disconnection of
power from the equipment in case of fault.

Important safety instructions:
Misuse of electrical components of i6000~ can cause electrocution, burns, fire and other Hazards.

Read this before using the i6000~
e Connection to MAINS supply: Where protective earthing is required, plug the i6000~ into a

For

supply Qualified electrician or authorized service engineer.

Use the i6000~ only for the purpose described in the instructions for use.

Do not use accessories which are not supplied or recommended by BioGenex.

Do not use the i6000~ if it is not working properly, or if it has suffered any damage.

Do not let the i6000~ or its flexible cord come into contact with surfaces which are too hot
to touch.

Do not block air openings nor place i6000~ on a soft surface which might block them, and
keep air openings free from lint, hair, fluff, etc.

Do not place anything on top of the i6000.

Unless specifically instructed to do so by the instructions for use do not drop or put
anything into any opening in the i6000~, or into any hose or coupling.

Do not use the i6000~ out of doors.

any support, troubleshooting and repair contact BioGenex Technical Support.
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2.0

Instrument Overview
i6000~Infinity

The BioGenex 16000~ Infinity is a combination of hardware and software integrated with
special reagents to automate IHC and special stain methods. This section describes the
hardware and software specifications and the accessories provided with the system.

TIP RACKS REACENT RACKS Z-HEAD

CONNECTOR PANEL

SLIDE RACKS

SLIDE RACKS: Consists of 5 racks where each rack can hold up to 12 slides, total 60 slides
per run.

TIP RACKS: Consists of 2 racks where each can hold up to 96 tips, total 192 tips in each run.
To run the system, use only BioGenex tips.

REAGENT RACKS: Consists of 2 reagent racks, each can hold up to 30 vials, total 60 vials in
each run.

Z HEAD: An XYZ robot arm with a unique staining head that picks up and discards standard
pipette tips, and precisely applies reagents to tissue sections eliminating any possibility of
cross-contamination. The integrated wash and blow head rinses the slides after each
reagent incubation and blows the excess buffer from the slide at the end of the rinsing step.
Y-AXIS MECHANISM: This will move the Z Head from front to back positions.

X-AXIS MECHANISM: This will move the Z Head from the left to right positions.

Z-AXIS MECHANISM: This will move the Z Head from the up to down positions.
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16000~ Infinity Accessories

2.1 Accessory Kit

BioGenex provides the following accessories along with the i6000~ Automated Staining

System.

1. 16000~ Instrument 01

2. Carboy and Tubing
Air Tubing 01
Waste Carboy Cap/20L Waste Carboy/Tubing/Label 01
DI Water Carboy Cap/ Tubing/Label 01
Buffer Carboy Cap/Tubing/Label 01
10L Carboy 02

3. Power Cord 01

4. Computer Accessories
Computer 01
Monitor 01
Keyboard 01
Mouse 01
Printer 01*
Printer Cable 01*

(*order separately)
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2.2

Instrument Setup
The 16000~ Infinity is installed by authorized BioGenex Service personnel. Once installed

and tested on site, the system is intended to remain in that location. If it is necessary to
relocate the i6000~ Infinity to another site, contact BioGenex to prepare the system for
transport and reinstallation. Failure to properly prepare the system for transport can result
in damage to the automated mechanisms.

To use the system, check that the Buffer Carboy is full, and ensure that the tubing from the
Buffer Carboy is securely connected to the instrument. An IHC staining run of 60 slides with

a factory protocol will use approximately 7.3 liters of buffer.

Note: For best results, be sure to use Super Sensitive Wash Buffer (Cat No. HK583-5K).
This buffer has been optimized to maximize the spreading of reagents on the tissue

sections.

Make sure the cap O-rings (circular black rubber washers used to prevent air leakage from
the carboys) are in place and that the caps are secured tightly to the carboys.

Fram Cannactor Panel

? =
To Conneclor Panel ‘l\ l
Quick Connector Air |
Quick Connaciar Green
White :
Waste
Buffer Dl Water
(1)
‘% '@
. e, A b
Label Color Label Color Label Color
Biack Green Black

Ensure that the waste carboy is connected to the waste outlet on the side towards the front
of the instrument and that the drain line is not kinked.
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Make sure the pipette tip disposal tray is in place in the waste tray drawer under the left
side of the instrument.

To install a tray of pipette tips in the unit, first place the front edge of the tip tray into
position, then press the back side tray down into position. Make sure that the tray is
pressed all the way down into the recess. The tip adapter on the Z-head will pick up the first
tip at the rear left-hand corner of the tray.

2.2.1 Loading the Slides
Slides can be loaded into the slide racks while they are in the instrument, or the racks can be
removed from the System to make loading easier. If you remove the racks, it is
recommended that you keep them properly oriented with respect to the instrument, i.e.,
with the open side towards the front.

For an open run, place the slides into their appropriate positions on the Slide Racks
according to your Slide Set-Up Map. Slide Racks have one completely open side for easy
loading and one notched side. The frosted end of the slide should be placed at the closed
side of the Slide Rack.

[12]



o
™
B

1
ity
-

Jr—

g

-
i e

| § |
| i .

=2 =

E &

in -

=i
o —

e
N
S
. heee
b e :
IL‘JEP“_#Ff‘*&t‘ :

- B

TPt
i

-

in

4
&
I
4
¥

r— e— ———
! { - i 1 3

| 3 | K
-—K%pr*—q;:“

-
‘;F_
., b—

m |
=

If a rack was removed from the instrument for slide loading, return it to its proper position
in the system. The slides must lie flat in the carriers, i.e. the bottom of the slide against the
positioning knobs, not on them. When placed in the system, the open side of the Slide
Carrier should face the front side of the instrument. Cover the slides with buffer to prevent
them from drying out..

2.2.2 Loading Reagents

The i6000~ Infinity can hold up to 60 different reagents. There are two removable reagent
racks. Each can hold 30 vials. The left-hand rack holds vials 1-30 while the right-hand rack
holds vials 31-60. Remove the reagent racks from the System to make vial loading easier.

Caution: Use only BioGenex supplied 20ml vials. Improper fluid detection could occur with
incorrect vials.

In the diagnostics version, the system will detect the location of the vials. However, orient
the vials with the opening facing the left side.

It is very important to place enough reagents into each assigned position and load them in
the exact order shown in the reagent map.

When the Reagent Rack is filled, place it in the instrument. Make sure that the rack is
oriented properly, i.e. vial position 1 and 31 are installed towards the rear of the
instrument. Make sure that the rack is firmly secured in place.
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3.0

3.1

Getting Started
i6000™ Infinity

Logging On

The i6000~ software runs on the Windows XP® /7 operating system. It was designed to
provide the user, a very simple-to-use interface. This section will provide the details of the
basic controls used to operate the i6000~ System.

Switch-on the instrument and the computer.

‘AutoStainer’ is the default user name and enter ‘optimax’ as password to log on.
Password is case sensitive. Use only lower case.

Make sure that no error messages are displayed as Windows XP /7 starts.

The Windowse XP/7 desktop will be displayed.

Double click the i6000~ icon on the desktop.

|
When the Log on to i6000~ window is displayed, type in the user name and the password.
Choose a language of operation from the drop down menu.
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l Ssect User

Ianmns'ram' :]

Fassword

[ Sianin ] [gonccn]

: ACH
L m(mo“‘

Autorniated Staining 8 Y

[Please select the language in
fwhich you would like to operate Engleh L]
the software. ==

The default password for the Administrator is ‘BioGenex’. The password is not case
sensitive. Once logged in as the Administrator, additional user profiles can be created. Users
other than the administrator will have only limited access as defined by the Administrator.

The <Welcome to the i6000> System dialogue box will appear. There are four options: Run
i6000~, Print Reports, Calibrate i6000~ and Exit.
Click on:

e Runi6000- option to run the instrument and compose runs.
e Print Reports to print run reports.

e Calibrate 16000~ to calibrate the instrument and

o Exit to exit the i6000~ application.

>
Make a Selection. Run 000

Firt Reports

Cebbrabe £000

Eu.
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Click on the Run i6000~ button to open the <Selection of Assay> dialog box.

Welcome to i6000

r N Bl i

Launch 18000 Application oll i |

to stain the tissue

samples, Pl Bt

LCalbxae 6000
Esl

= A

Click on the Run i6000~ button to open the <Selection of Assay> dialog box

Welcome to I6000
- N .
Query & print Reports, Runis000
Cabrale 1200
Ext
.~ A

Click on the Print Reports button to open the <Welcome to Reports i6000> dialog
box
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Welcome to i6000

- N
Calibrate the positions Fixi ARG
and Test functionalities
of the Instrument. ik Begaris

LDaltvatait0nd

Ext

Click on the <Calibrate i6000> button to open the <i6000 Calibration & Diagnostic
Tool> dialog box

Welcome to I6000
r -
Exit the Application. L
Pt Beparts
Cabrals BICO
Ext
. w.

Click on the Exit button to close the application

Select the assay of interest from the three options available - IHC Protocols, ISH Protocols
and Special Stains Protocols.
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— Select

¢ |HC Protocols

" ISH Protocols

(" Special Stains Protocols

[« ]

Click ‘OK’ button to open the <Open Format - i6000 Automated Staining System [Design
Window]>

Open Format - 16000 Automated Staking System [Design Window] -1
I~ ) CANN | -
9 %' Cu{:m . & t D f 3

e g 1 FreT)

Poubile dick on sbdes in the sbove map S0 insert or moddy profocols. Orce programmed, clck on 'Start Rur' button {o begn stuneg.

X BioGenex_

)

Lo

W T

4.0 Tool Bars and Menu

4.1 Tool Bar

Initially when the Design Window is opened, the ‘New File’, ‘Open File’, ‘Options’, ‘Print Slides’ and
‘About’ buttons are active.
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Open Format - 16000 Automated Statning System {Design Window) o'
H 7 ; 2 B & R A X ¥ ¥

cplone | 3 % A AL L= ¥ 1 Abo

D =
Ny \?m
Fis L

Poubie click on siides in the above map 1o Insert or modity protocols. Onee rammed, click on "Start Run’ button 1o begin stain -
. P zds prog . gin staining. X BioGenex_

Once any slide is inserted, the ‘Save’, ‘Cut’, ‘Copy’, ‘Edit Slide’, ‘Delete Slide’ and ‘Start Run’ buttons
become active

Open Format - 16000 Automated Staining System [Design Window] NS
b & d s A B = i [y ?
My B0 Swe Optens| On Copy E& oLl T % ot

Double click on slides in the shove map 10 insert or modify protocols. Once programmed, click on 'Start Rur’ butfon to begin stairng

X BioGenex_

The Open Format i6000~ [Design Window] tool bar has the following options

Icon Function

New File - Use this button to create a new staining run.

Open File - Use this button to open a stored staining run.

Save - Use this button to save changes to a staining run.

The default filename is mm/dd/yyyy/rrr. Where ‘m’ is the current month (2 digits), ‘d’
is the current day (2 digits), ‘v’ is the current year (4 digits), and ‘1’ is the sequential run
of the day (3 digits).

After clicking Start Run, the following message appears:

If you want to assign a unique filename to the staining run, click ‘File’ and select ‘Save

As’, before clicking the ‘Start Run’ button.

When the Stored Runs window appears, type the desired filename, and click Save or
press the ‘Enter’ key. The filename can be any combination of letters and numbers.

The file type, i.e. opn will be added automatically by the i6000 software.
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7 Options- Use this button to display the Global Settings screen.
Options

4.2 Global Settings

The user has the option to make various choices before the run starts. These choices will be used as
the default settings for all slides within a run unless otherwise indicated.

Click on the ‘Options’ button from the tool bar to open the ‘Global Settings’ dialog box.

\“' 80

~ Bulfer Dptione

Bulfer nilesval donng un
[V Bulfer sfidec sfter un complelion

Bulfer interval after therun

= Liguid Sersor & Polmer cplione
[¢ Usze Liguid-S ensor whil= pielling Reagert
™ UseMukiirk detzction Kit IHC
V' UzePoymes det=clion kit IHC

[T UseOreStep Pobmer deseshion ki

— Stain Palle u
O

C c &
Sekect Vobare : [100 I
Defouk Frewash © |IH l

[T Wedip the Run to use tis Voume snd Pattem setting an all shdes
|

[ ok ] [ caea |

The following settings can be altered from this dialog box:

4.2.1 Buffer Options: The user can set a time to ensure that the instrument buffers the slide once
within the chosen time interval during a run or after run completion.

4.2.2 Liquid Sensor Option: The user can run with or without the liquid level sensor.

4.2.3 Use Polymer Detection Kit for IHC: The user can choose polymer detection kit and protocol
for IHC

4.2.4 Stain Pattern: The user can choose the staining pattern and default volume for all slides.
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Check the box on the left side of the message “Modify this Run to use this volume & pattern settings
on all slides”, to override all previous settings by the global settings.

Cut -Use this button to cut from the slide map one or multiple slides. Note that this
button is only available if a slide has been selected.

Copy - Use this button to copy contents of one slide to the clipboard. Note that this

button is available only when one slide with protocol is highlighted.

Paste - Use this button to paste from the clipboard to one or multiple slides. Note that
this button is available only after a slide has been copied.

Print Slides - Use this button to print the slide map

Insert - Use this button to insert a protocol into the selected slide position(s). Note that

this is only available when one or more slides positions have been selected.

Edit - Use this button to edit one or multiple selected slides. Note that this button is
only available when selected slides have a protocol inserted.

Delete - Use this button to delete one or more slides from the Slide Map. Select the

slides to be removed and click Delete. A confirmation message “Do you wish to Delete
the selected Slide(s)?” will be displayed. Click Yes to delete, No to cancel and return to
the Slide Map.

Start - Use this button once you have completed the slide setup and would like to start
the run.

About - Use this button to display the About screen. This screen contains the software

version of the i6000 software, and current user information.
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5.0 Executing a Run
5.1 Inserting Protocols

e Place the slides in the slide racks and select the corresponding positions in the slide map of
the Design Window. The selected slides will be highlighted.

o Right click on the target slide and select ‘Insert Protocol’ from the drop down list.
Alternatively double click on the slide position to open the ‘Insert Protocol’ window.

Open F:
N oF W b4
New Cenn P ————
res ris 2 Qptians > SeachOn: {Desceion v
Double click on slides in the above map Lo insert or modify Seah Sivg fmmﬂfﬁ
"C;';'(c‘lp}i:n;
EN] ] Actin HHF 1)
| At Sneocth Muack (184]
[ e Ferpen CH
| fewdoge Heceplol (F2241)
[ BCel (MB2)
Inemrt Srotocod Lyreho o Artigen (BLA. 35) FACTORY
2 Do opeoben (1 00) AW_20 FACTORY

Ca Antigen BOAZIS |CU1E) AM 135 FACTORY

Turer Makw [CA153] AM_123 FACTORY

B | Cath 82 [HER Zmed (CB17) AM_134 FACTORY E
I<] : >

T T TN T D

-

o The available protocols are displayed in alphabetical order along with the Catalog Number
and Protocol Type.
Note: The antibody protocols currently listed in the software are provided as a reference
for use with BioGenex primary antibodies and detection reagents only, and are subject to
change. Please consult the appropriate BioGenex product inserts for the most current
information before setting up a staining run.

o The user can search for the desired protocol using Description, Number, or Type as search
criteria.

=)

Search DN |Dezcriplion 'I
Search Strng: Oezcnpbon Templale m
Mumber Y Fo
[ Deszipton Type | Number | Typ= [~

o Click the ‘Search On’ field to change the search criteria. Select the desired criteria from the
drop down list. The same information should be entered in the ‘Search String’ field. The
desired protocol is highlighted.

o Alternatively, use the scroll bar on to the right, to quickly select the protocol of interest from
the list.
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Once the protocol is selected, click the ‘Select’ button to insert it into the target slide.

-
'

[ New ][ E dit ][ Copy ][ Fevert ][ Cancel I Select ]

Click the ‘Cancel’ button will return you to the i6000~ System [Design Window] without
inserting the selected protocol.

After inserting at least one protocol in any slide position, the ‘Start Run’ button will be
enabled.

5.2 Copying Protocols

To add the same protocol to multiple slides click ‘Copy’ on the tool bar, or right click on the
slide with the desired protocol and select ‘Copy’ from the drop down list.

Select the slide position(s) that will receive the desired protocol. To select consecutive slide
positions, press the ‘Shift’ key while selecting. In case of random slide positions, use the
Control key.

Select ‘Paste’ from the tool bar, or right click on the target slides and select ‘Paste’ from the
drop down list to insert the copied protocol.

Open F Open Format - 16000 Automated St
= e - = z @‘E 5
N an i / :gfn . C%{ Ty OpEM cave opiens Paste sﬁ%: o B

Flie Fle
Double click on shide = in the above map to Insert or 1

Ssve  Oglions
: Double click on shdes in the above map to insert or modify protocols. Once prograr
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5.3 Edit Slide Parameters

Once the protocols are inserted into the slides, the user can edit the slide parameters as required. In
order to edit, click once on the slide for its selection, and then right click on the same position to
choose ‘Edit Slide’ from the drop down list. The Edit Slide window opens (Refer to section 6.3).
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The Edit Slide screen is composed of data from the selected protocol and includes slide specific
information. Slide specific information is listed on top right-hand side box titled Slide Information.

Note: Changes made in these steps will only affect the next run. The changes have no effect on the

stored protocol.

¢ In order to make changes to the protocol, you must edit the protocol itself from the Edit
Protocols window under ‘Operation’ Menu.

o Physician Names and Specimen Type are listed in the drop-down menu. Users may select
from one of the listed names.

e Ifthe desired name is not within the list, the user can add it.
e When finished editing parameters, click ‘Save’. Selecting Save will return you to the Slide
Map. Any editing of the displayed parameters will be saved only for that slide position.
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5.4 Deleting Slides
Any slide or group of slides can be deleted.

o Select the target slide(s) to highlight and right click.
e C(lick on ‘Delete’ from the drop down menu.

Open Format - 16000 Automated Stain
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‘.'

Edit side(s)

81 |[a-2 A2TALL 451
co10 co1d

A4 AW_2E1

CO10

Paste

Delete

e A confirmation dialog box will be displayed on the screen. Click ‘Yes’ to delete the slides.

A\

Choosing ‘No’ will take you back to the i6000~ System [Design Window] without
deleting the selected slides. Slides can also be deleted by clicking on the Cut button.

5.5 Starting the Run

¢ Once the protocols are inserted, click the ‘Start’ button to initiate the staining run.
e The run will be automatically saved with a default filename and file type before the run
begins.

Note:

e The default filename is mmddyyyyrrr, where ‘m’ is the month, ‘d’ is the current day,
'y’ is the current year, and ‘1’ is the run sequence number of the day.
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e To assign a unique filename to the staining run, select File> Save As, before clicking the
Start button.

B

e C(lick ‘OK’ to open another dialog box

A

e Toinsert STAT or continuous slides, and to save time and to shorten the time of run
interruption, you could start your initial run with enough volume to accommodate
subsequent slides. However, this is not necessary as you can always insert the required
reagents at a later time.

e Press ‘OK’ to display the reagent screen.
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5.6 Reagent Screen

This screen displays the positions in the reagent rack where you must load each reagent
with sufficient volume. The catalog number, description, and minimum volume required for
all reagents needed to complete the staining run are displayed on the Reagent Screen.
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e To print the Reagent Map click on the Print button on the top right corner.
e Once all the required reagents are loaded, click on the Proceed button to continue the run.

The ‘Load Consumables’ screen will be displayed.
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o Ensure that all the consumables needed for the Run are loaded in the system. Verify and
Check the box against each item to proceed with the run.
o Click ‘Proceed’ button to open the ‘Prime Solutions’ dialog box
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Prime Solutions

:': Do you want to prime solutions?

e Click ‘Yes’ to open the ‘Prime Solution’ window.

Prime Solution

Prmefa lS_ secs

W HCButfe:
™ Dlwae

(g ) (oo )

] Piirie Slulice...

\ Al

e Specify the time in the “Prime for - secs’ field. Check the boxes against the solutions to be
primed. Click the ‘Start priming’ button.
o Prime the solutions again if required. Once done, click the ‘Close’ button to open the ‘specify

the pipette position’ screen.
Specify Pipetts Position

€ Stat waih L=l Bex

C Stat valh Figh! Bex
5 Stat liom last used poslion

C Spaciy rew 2tart pasiton

e
[ gmie )

e Select an appropriate option and click ‘Continue’.
5.7 Delayed Run

e The system prompts the user whether to start a ‘Delayed Run’ or not? Click ‘No’ to start
the run right away.
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e To starta delayed run, click ‘Yes’. The following screen will be displayed

L)

hh:mm:ss

Date: ‘ March 29, 2010 |_1] Time: [ DO:51:26

[V Buitfer Slides during waiting

[ Start Delayed Run ] [ Cancel ]

o The current date and time are the default entries. Enter the date and time that you want the
run to start (maximum delay is 3 days). You can access a calendar by clicking on the arrow
to the right of the date.

Note that the time is entered in 24-hour format.

e You can buffer the slides while waiting for the run to begin by selecting the Buffer Slides
during waiting option. The frequency of buffering is set in the global settings ( refer to the
global setting and other tools section).

o Clicking Cancel will start the run with no delay. Click Start Delayed Run to accept the time
entered,

e The ‘Delayed Run Timer’ window will be displayed.

D ;

—_— e e

FRemaining 1
& i [ Start Now ]
avs: [0
i Time : [23:69:43 [ SR ]t

Pre Buifer: | ON

Buffers done #1

"y
&

¢ You must leave the system on and the program running. Closing the program will cancel the
programmed delayed start run even if the program is restarted before the selected start
date and time.

e There is a countdown window that appears until the run begins.

o This window gives you the option to cancel the run by clicking on the Stop Run button, or
start the run immediately by clicking on the ‘Start Now’ button.
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The number of buffering cycles completed on each slide during the waiting period is also

displayed.

5.8 Slide Information

Once a run is started, the following information will be displayed for each slide:

Slide position
Antibody number
Antibody description
Protocol Step that is currently being performed
Remaining Time for that Step (countdown)
Staining Pattern (colored area)

Current step number and total steps of the

protocol

5.9 Slide Priority

There are two priority settings for any slide position, ‘Normal’ and ‘High’. Initially all the slides are
at normal priority by default. The user can prioritize the slides as required in order to process

A2 AM_128
Actin Smooth M
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00:09:50

ETC:10:58:36

A3 Al_00S
Alpha-Fetoprote
Peroxide Bladk
O0: 09 :50
ETC:10:58:36

157

17

them on a higher priority than the remaining slides in that run.

To increase the priority of a slide, right click on the desired slide position and from the drop

down list, select ‘Increase Priority’. This option is available only for normal priority

slide(s)

To decrease the priority, right click on the same position and select ‘Decrease Priority’

from the drop down list. This option is available only for high priority slide(s).
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5.10 Run Information

The user can view the estimated time for completion of an ongoing run. The run completion time
can be influenced by a number of factors like buffering cycle, addition of STAT or continuous slides,
fixing errors like dropped pipette tip or lack of reagents. The system recalculates the run
completion time after each of these steps.

To view the run completion time, select the ‘View > Run Information’ to open the ‘Run time
estimation’
Dialog box with a message “Run is expected to complete at ---".

i6000 Scheduler

5.11 Runtime Properties

The status of each slide can be easily tracked from the information displayed on the respective
positions. More detailed information can be obtained from the ‘Runtime Properties’. To find out
individual slide progress, right click on the slide and select ‘Runtime Properties’ from the drop
down list to open the ‘Properties of Slide [-]’ window. It displays the information on the steps
that are ongoing, completed or yet to begin.
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5.12 Inserting Continuous Slides

Initiating a Continuous Run - The i6000~ system facilitates optimal workflow through the
continuous access. Depending on the availability of free racks, the user can add extra slides to an

ongoing run, increase priority and save time.

® To start a continuous run, click on the ‘Continuous slides’ button.

e The ongoing run is paused for 2min with a message “CONTINUOUS enabled. Insert slides
and click on 'Continue Run' button...” and a ‘2 min Timer’ displayed below the tool bar

|« 03292010002.0pn - BioGenex | 013792010002.0pn - BioGenex

| Fle Edit View Operatons Optons Fe Edt Vew Opematons Opbons “Hep
r-’\?’.‘ ,‘_@-§\\ - =
| star { conpusus ,‘ i el w C-):;ul ' sgp Priet Vrrsinn
| Shides N Phdes LA S : STAT: Com : Run  SideMap  info =
= - TS
o == ~ 1C = ne R
1' : ‘l - WUV TR0
' e

e Insert the new slide(s) into the vacant positions available.

o Insert the protocol by double clicking on the target positions to open the ‘Insert Protocol’
window.

o Select the protocol of interest from the list available, and click the ‘Select’ button to insert
the protocol into the target slide position.

o Click on ‘Continue Run’ to open the following message.

70N

o C(lick ‘OK’ to continue with the run.

o Ifadditional reagents are required, the ‘Reagent Screen’ will appear.

o Load the reagents in the same position specified in the reagent screen and click on ‘Proceed’
to continue the run.

e A delay exceeding 2min. in initiating a continuous run sets off a system alarm along with a
warning message <Timeout Occurred> displayed on the screen.

o Click ‘No’ to reset the timer and continue setting up the continuous run. Click ‘Yes’ to cancel
the continuous run.
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It is advisable to have all the reagents and consumables ready before initiating a continuous run.

Note: The user can attempt only thrice to add the continuous slides and their number should not
exceed 30. If the limit is exceeded, the following dialog box will be displayed on the screen. Click

‘OK’ to continue with the ongoing run.

N

5.13 Inserting STAT Slides

STAT access is a very handy feature that allows the user to add a maximum of six slides to an
ongoing run (depending on the availability), which are processed at a higher priority than normal.

e C(lick on the <STAT Slides> button in the tool bar to start the STAT run.
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e The ongoing run is paused for 2min with a message “STAT enabled. Insert slides and
click on 'Continue Run’ button...” and a ‘2 min Timer’ displayed below the tool bar.

o Place the new slide(s) into the vacant positions available.

e Insertthe protocol by double clicking on the target positions to open the ‘Insert Protocol’
window.

o Select the protocol of interest from the list available, and click the ‘Select’ button to insert
the protocol into the target slide position.

e Click on ‘Continue Run’ to proceed ahead. If the reagents for the new slide(s) are already
available with the system, a message stating the same will be displayed.
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e C(lick ‘OK’ to open the reagent screen.
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o Ifadditional reagents are required, the ‘Reagent Screen’ will appear.
e Load the reagents in the same position specified in the reagent screen and click on ‘Proceed’
to continue the run.

A delay exceeding 2min. in initiating a STAT run sets off a system alarm along with a
warning message <Timeout Occurred> displayed on the screen.

Click ‘No’ to reset the timer and continue setting up the ‘STAT’ run. Click ‘Yes’ to cancel the

STAT run.
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It is advisable to have all the reagents and consumables ready before initiating a continuous run.
5.14 Run Completion

At the end of the run, the ‘Run Completed successfully’ dialog box is displayed along with the
following information
[.  The time of run completion
[I. How long ago the run completed
[II. The number of buffering cycles applied since the run ended

o Click on ‘Print Reports’ button to open the ‘Welcome to Reports i6000’ dialog box.
¢ On the left panel of this dialog box, following options are available:

o Run Summary Report o Reagent Summary by Date
o Case Summary Report o Reagent Summary by catalog
o Run Log Summary o Reagent Detail Report
o Assay Report
D Run Surmaw Reocot "i'nls report prints out details of all iy
gmeLS Lty Feport |the runs for a chosen date or
Run Conpleted On . [&/23/2010 &t 132200 AvcapRepart range of dates
Workload Feport
Time F lapsed Aeagent Summary by Dae
[ Frir: Reporte ] Reagen! Summay by Caldog
Daw |0 = A=agen! Delal Aepait
e | OORAE [ o ]
Buflers done AD \
[ MNext >% ] [ Cencel

Once an option is selected, a brief description of its function is displayed on the right panel. Select
an option and click ‘Next’ button to open the report in a new window in a preset format.
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6.0 Protocols

A protocol is a set of operations performed sequentially under defined conditions. The i6000~
Infinity system comes along with ‘FACTORY’ protocols that are optimized to deliver consistent and
reliable results when using BioGenex reagents. However, the user can modify the factory protocol
as per the requirements or create a new protocol. If a FACTORY protocol is modified, then it is
saved as FACTORY_USER protocol. A new protocol created by the user will be saved as ‘USER’
protocol.

6.1 Creating a New Protocol
All the protocols created by the user are considered USER protocols. To create a new protocol:

e Click on Operation from the i6000~ System [Design Window] menu, and select Edit
Protocols from the drop-down list.
o The ‘Edit Protocols’ screen will be displayed.
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e (lick on the ‘New’ button to open the ‘Research Steps’ dialog box. Specify the number of
steps in the box provided and click OK.
e The ‘Create a New Protocol’ window will be displayed.
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In the Protocol Information area, type in the antibody number of your choice starting
from 601 to 999, and your antibody description.

All the steps (highlighted in red) can be edited.

Each step can be renamed as follows:

o Click on the corresponding cell to visualize an ‘Arrow’ button by the side of it.

o Click the arrow to select the appropriate name from the drop down list.

o Click on the name to assign it to the step

Ceeorplicn Descilption Descapeion Descilption
Step 1 Smp 1| Step 1| d Perooode Hock
lep ¢ Shap 2 l'germ'dsaebck Shap 2
oo ower Block T
lep > [Stpd =¥ |avidnBhck - Sl
Stepd Stap 4 Bualin Block Stap 4
- Pioten Block
Slep S Step B Ar:'t'::; % Step B

Similarly to edit a parameter, click on the corresponding cell to visualize an ‘Arrow’
button by the side of it.

Click the arrow to open a drop down list.

Click on the appropriate value to assign it to the cell.

If the list of Reagents provided does not contain what you want to use, add a new reagent to the
database by clicking on the ‘New Reagent’ button. The following dialogue box will be displayed.

L3 L3
Catalg Nurbe I I Calalog Nunber NUCO1
Dezciphion I ] Deszniphon [New Rozgen:
@ [ ~| Step. | Peronds Block -
[ ok | [ coca | [ ox ] [ Cacel ]

Fill in the information in the respective fields. The format for entering the Catalog No. is
‘XX###', where X’ is any letter and ‘#’ any digit between 0-9.

To name a step, click on the arrow button and from the drop down list, select the
appropriate name.

Click ‘OK’ to add the new reagent to the database. The ‘Create a New Protocol’ window is
displayed on the screen.

To select the newly added reagent, click on the corresponding step in the ‘Catalog No.’
column and select it from the drop down list.
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e When all the steps are incorporated, click on ‘Save’ to return to the ‘Edit Protocols’
window. The new protocol is saved as USER type and is highlighted.

e Clicking ‘Cancel’ will return you to the ‘Edit Protocols’ window without creating the
USER protocol.

Creating a New Protocol Using an Existing Factory Protocol as a Template
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6.2 Copying a Protocol

e (lick on Operation from the i6000~ System [Design Window] menu, and select Edit

Protocols from the drop-down list.

o The ‘Edit Protocols’ screen will be displayed.

Edit Protocols
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o Selecta ‘FACTORY’ protocol of interest and click the ‘Copy’ button to open the ‘Create a

New Protocol’ window.
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o All the steps can be modified as described in the previous section, except for the

antibody (highlighted in blue).

e When all the necessary modifications are done, click ‘Save’ to return to the ‘Edit
Protocols’ window. The new protocol is saved as USER type and is highlighted.
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e C(licking ‘Cancel’ will return you to the ‘Edit Protocols’ window without creating the

USER protocol.

6.3 Edit Protocol

A ‘FACTORY’ protocol when edited, changes to a ‘FACTORY_USER’ protocol.

Administrator is authorized to edit a FACTORY protocol. To edit a Factory protocol:

e Open the <i6000 Automated Staining System [Design Window]>

e Click on the ‘Operation’ menu and select ‘Edit Protocols’ from the drop down list.

o The ‘Edit Protocols’ window will open. Select the protocol of interest from the list

available, by clicking on it.

Only the
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o Click the ‘Edit’ button, or double click on the highlighted protocol.
e A warning message “Editing a FACTORY protocol will result in a FACTORY_USER protocol.
Do you wish to continue?” will appear on the screen.

A

2 T

e Click ‘Yes’ or press ‘Enter’ key to open the ‘Edit Protocol’ window. Click ‘No’ to return to

‘Edit Protocols’ window
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All the parameters can be edited except for those items in blue.

To edit a parameter, click on the corresponding cell to visualize an ‘Arrow’ button by the
side of it.

Click the arrow to select from the drop down list. Click on the appropriate value to assign it
to the cell.
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e (lick ‘Save’ button to save the changes as FACTORY_USER Protocol. This will be
highlighted when you return to the ‘Edit Protocols’ screen.
e Click ‘Cancel’ button to undo all the modifications and return to the ‘Edit Protocols’ screen.
6.4 Revert Protocol

A FACTORY_USER Protocol can always be reverted back to the original FACTORY protocol settings
from which it is derived. Only the Administrator is authorized to revert back a FACTORY_USER
protocol to a FACTORY protocol. To revert a FACTORY_USER protocol

e From the Operation menu click on ‘Edit Protocol’ to open the Edit Protocols window.

e Select the FACTORY_USER protocol that needs to be reverted. Once selected, the Revert
button is activated.

o Click the Revert button. A ‘Revert Operation’ dialog box is displayed on the screen.
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e C(lick ‘Yes’ to restore the Factory Protocol settings. Once restored the ‘Edit Protocols’
window will be displayed again.

e Click ‘No’ to retain the FACTORY_USER protocol.
6.5 Deleting a Protocol

e Only USER protocols can be deleted. To delete a User protocol,

e Open the ‘Edit Protocols’ window from the ‘Operation’ menu.

e Select the USER protocol to be deleted.

e Once any USER protocol is selected, the ‘Remove’ button gets activated.

e C(Click on the ‘Remove’ button. A message “This operation will delete the protocol ‘XX_###’.
Do you wish to continue?”.

e Click ‘Yes’ or press the Enter key to delete the protocol.
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Button Functions in ‘Edit Protocols’ window

New: Click this button to create a new protocol

Edit: Click this button to open the ‘Edit Protocol’ window

Copy: Click this button to copy all the steps involved in a protocol of interest. Once copied, the
steps can be modified and saved as USER protocol
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Revert: | Click this button to undo all the changes in a FACTORY_USER protocol and restore the

original FACTORY protocol. This button is active only when a FACTORY_USER protocol
is selected

Remove | Click this button to delete a USER protocol from the data base. This button is active only

when a USER protocol is selected.

Done: Click this button to close the ‘Edit Protocol’ window

Button Functions in ‘Edit Protocol’ window

Apply Volume | Click this button to apply the volume specified in the adjacent box to all the steps in

to All Steps: the protocol. To set the volume, click the arrow button and select an appropriate
value from the drop down list.

PreWash Click this button to select IHC or DI buffers to prewash the slides.

Print: Click this button to print the protocol.

New Reagent:

Click this button to open the ‘Add New Reagent’ dialog box. There are three fields
in this dialog box, viz., Catalog Number, Description, and Step.

e Type in the required information as applicable in the Catalog Number and
Description fields.

o (Click the arrow button in the ‘Step’ field and select the appropriate step from
the dropdown list.

o (lick ‘OK’ to add the new reagent to the database. Click ‘Cancel’ to close the
dialog box without adding the new reagent to the database

Save:

Click this button to save the changes made to the protocol.

Cancel:

Click this button to close the window without saving the changes.
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7.0 Reagents
7.1 Creating a New Reagent
All reagents created by the user are considered USER reagents.

e To create user-defined reagents, click on ‘Operation’ from the {6000~ System [Design
Window], and select ‘Edit reagents’ from the drop-down list.

o The ‘Reagent Database’ window is displayed on the screen.

~2 ®)

Saarch On [Cataiog No -

Seach Sting - [HKDGA

Catalog Mo | Dazcripticn [T [~]
|

HEO5S TAYPSIN FACTORY

HEOSS PROTEASE FACTORY

HKOn53 ANTIGEN RE TRIEVAL AR-10 FACTORY

HEDE1 ANTIGEN RETRIEVAL CITRA .. FACTOFY

HKO83 POWER BLOCK FACTOFY

HKO87 ANTIGEN RETRIEVAL CITAA FACTORY

HEA DD MATE A s HEMAT CoSyLIN FALTOFY

HEA11 PERORIDE 8LOCK FACTOFr

HEA12 PROTEIN BLOCK FACTORY [a]

<! f | &

- Totul Resgentx : 132
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e C(Click ‘New’ to open the ‘Add New Reagents’ window. There are three fields in this window,
viz., Catalog Number, Description, and Step.

L3 LIE
Catalig Nurbe ]' Calalog Number [TW'_
Deseipiion | Dessiicn . [NowRamaer
| =l Siep. | PeudeBlecE 1 ]
[ Ok ] [ Cancel ] [ oK ] | Cacel ]

o Fill in the information in the respective fields. The format for entering the Catalog No. is
‘XX###', where X’ is any letter and ‘#’ any digit between 0-9.

e Toname a step, click on the arrow button and from the drop down list, select the
appropriate name.

7.2 Editing a Reagent Description

Only USER reagents can be edited. Click on Edit reagents from the Operation drop down menu. The
following screen will be displayed.
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8.0 Global Settings and Other Tools
8.1 User Manager

When the software is first installed, it can be accessed only by the Administrator. The ‘User
Profiles’ need to be added by the administrator. To access the User Manager:

o Select the Tools menu and click on User Manager from the drop down list. The User
Manager screen will be displayed.

O
Jsemnzms FullNzmre
ASdministiator Admnistrzter l Mewy ‘

Ear

]

Dore

e C(lick the ‘New’ button to display the ‘New User’ window

e Enter a User ID, the full Name, Password, and Confirm Password. The entry made in
‘Confirm Password’ should match exactly with that of the ‘Password’.

e Press ‘OK’ to save the new user. The user will be added to the user database.

L
sete:

Ful Hare I

Passwore

Contern Passwore: l

[ oK | | Cencel |

8.2 Edit User Profiles
e Selectauser from the User Manager window and click the Edit button.

e The ‘Edit User’ window will be displayed.
o Make the necessary changes and click ‘OK’ to save.

L=

e 10: In-'.-ﬂ.m-
Full Mare [v—u~:l ¥ =

Paczword “"‘

Conlrm Passvonct 1‘"'

[ o | ( cemal ]
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8.3 Delete User Profile

e Open the User Manager window and select the user profile to be deleted. The ‘Remove’
button gets activated only when a user profile other than the Administrator is selected

o Click ‘Remove’ button to open a confirmation message.

New

Edi

- -
~

’
\, | Remove |/

o — -

=

Done

o C(lick ‘Yes’ to delete the user profile from the database. The user will no longer have any

access to the system.
Note: Administrator profile cannot be deleted.

8.4 Change Password

While creating a user profile, the Administrator will assign a password. The user can log in using
this password. However, it can be changed if the user intends to do so.

e From the ‘Tools’ menu, click on ‘Change Password’.

e The ‘Change Password’ window will be displayed.

e Enter the new password and retype the same in ‘Confirm Password’ field.

e Click ‘OK’ to save the new password. Clicking cancel will close the window without saving

the changes.

8.5 Physician Names
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A list of Physicians Names can be maintained for easy entry in the Edit Slide window. Each name
entered will be available in a drop down list in the Slide Information area of ‘Edit Slide’ Window. To

enter Physician names:

From the ‘Tools’ menu, click on the ‘Physician Names’ to open the ‘Physician Entry

Form’
Type the name in the Name field and click Add. The name will appear on the list below.

To delete a name from the list, select the name and click Delete.

- —_— -

S —= Wk

Hare

Il

|- Don

il

8.6 Specimen Types

A list of specimen types can be maintained for easy entry in the ‘Edit Slide’ window. Each name
entered will be available in the drop down list in the Slide Information area of ‘Edit Slide’ Window.

To add the specimen names:

From the ‘Tools’ menu, click on the Specimen Names to open the ‘Specimen Entry Form’
Type the name in the Name field and click Add. The name will appear on the list below.

To delete a name from the list, select the name and click Delete.

Hame:

Dore

8.7 Color Scheme
The color scheme is meant for representing the status of the following:
e Slides not started

e Slides in progress
e Completed slides
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e Slides with Error
e Text on the slide

From the ‘Tools’ menu, select ‘Color Scheme’ to open the ‘Color Scheme’ window

i : . q

i Colo Scheme

Shdes nol slarled

Skdes rn Plogrees
| Complet=d Sides
| Shdes with Eiror

Text on the Shids

ol

[ OK ] [ Cancel ]

9.0 Pause or Stop Function

Prolonged pause during a staining run may cause invalid test results due to extended incubation
time for the affected step and the slide(s).

9.1 Emergency Stop

The automated system has an Emergency off Switch, located on the front side of the instrument in
the lower-right hand corner. When pressed, the ‘System Error’ screen is displayed.

Time Elapsed . 00:00:02

Emergency Butten prezsed. Chek on 'Cloze’ ta temminate the
apphsation

To continue, close the application by clicking on the Close button, turn back the Emergency stop
and start a new run.

9.2 Software Pause
To pause a run at any time

e C(lick on the ‘Operations’ button in the menu bar and select ‘Pause’ from the drop down
list.
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e (lick the ‘Resume Staining’ button or press ‘Enter’ key to continue the staining run.

e C(lick ‘Cancel the Run’ to cancel the run

e C(lick ‘'Home Z-Head’ to return the Z-head to the home position
e Click Remove Stained Slides’ to remove the completed slides from the slide map.

9.3 Software Stop

e Tostop a current run, click on the red Stop button, or select ‘Stop Run’ from the

Operations menu.

o The ‘Stop Confirmation Message’ will be displayed

ﬂnhnwmumu.npn - BloGenex

Fie Edit View  Operckicrs Cpkcrs Help
Exeats
Pauce

ont

e C(Click ‘No’ to return to the staining run.

e Click ‘Yes’ to terminate the current run. The Reset Machine dialog box will be displayed
e To keep the instrument pressurized, click on the ‘No’ button. To release the system

pressure, click on the ‘Yes’ button.

[.}
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10.0 Reports

The 16000~ software provides the user with an array of reports summarizing data for easy
reference. Users can design and customize new reports.

10.1 Starting the Reports Module:

There are two ways to launch the Reports module -

1) Print Reports from main log in screen- “Print Reports” window

2) Once the staining run is completed- “Run Completed Successfully” window

Click ‘Print Reports’ from the main log in ‘Welcome to i6000’ screen or

the ‘Run

Completed Successfully’ window

.‘ [
Query & print Repons. \l

flun 00

[

ket 8000

|
4 ‘

Exd

Buferz dare RO

‘ Run Completed On: 272872010 st 132200
I Time Elepeed | [ T
‘ i Repoits ]
Days |0 = B2
I Timg : (000016 [ Lhoe l

The ‘Welcome to Reports i6000’ window is displayed

Fun Surma Rapoll

Case Surmarp Report

Fun Log Summany

Azzap Aepott

“Workload Aeport

Feage! Summaw by Date
Feageal Summaw by Caldog
Feagen! Dead Repodt

— |
This report prints ocut detalls of all
the runs for a chosen date or
range of dates

\ =

[ Nexl >=

1 G )

==

Select a report format from the list available by clicking on it. A brief description of the report
format selected will be displayed on the panel onto the right.
Select a report format of interest and click ‘Next’ to proceed ahead with the print.

Click ‘Cancel’ to go back to the main log in window.
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Report

Function

Run Summary Report

This report prints out details of all the runs for a chosen
date or range of dates

Case Summary Report

This report prints out all the slides that were composed
for a specific case number

Run Log Summary

This report prints out the details for a specific run

Assay Report

This report prints out protocol details of all slides for a
specific run

Workload Report

This report lists out all the reagents used in a specific run

Reagent Summary by

This report prints all the reagents used in a range of

Date dates. Report is grouped by date.
Reagent Summary by This report prints all the reagents used in a range of
Catalog dates. Report is grouped by Catalog number

Reagent Detail Report

This report prints out the detailed usage of a specific
catalog

e After selecting a report format, clicking on the ‘Next’ button would open a dialog box that can
be used to set the parameters like date, run number, assay etc.

e For each report the desired parameters can be selected from the drop down list displayed by
clicking the arrow button adjacent to the fields.

Start Date | 3482000

End Date | 318200

[l

'! AT

Select Patamstars

Sclect Run Number (3615201 0001.0pn =

Espon Repant

t ExoitHepot. J| Fieaew B Pint Aeport Jl

Cacd

H Presisw & Friv Repoet | } Carvnd

e Once the parameters are set, click on ‘Preview & Print Report’ button.

e The chosen report will be displayed on the screen. Click on the printer icon

Print
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Assay Report

Summary of Protocols for the Run Number: 061520 10001.0pn

Print Date Time: 6152010 - 19:37:36

X BioGenex_

ACCELERATIMD THE Hans OF FEEnInTivE MEDICINE

Instrument 10 : ASGOXXX

User ID :Administrator
1 Patient 1D ¢
—~ Protocol : AN 451 -CDI0 Plysician Hame :
Status ! Incompwis Stant Time @ 19:25 50 Specimen Type @
Run Date :a:452010 End Time Case Number
Step Descnption Heagent Incubation Volume Wach | Phshl
1 Peroxide Block HEKLLL 00:100071] 100 pl 02 (o el | -
2 Fower Block HEDE] oo 10001 100 pl - a
5 Avtbody LMAS5L 00:3000([t] 100 1 He[3]
6 Link HE340 002000 oo ul HC[3 ]
7 Label HK330 00:2000[t] 100 pl HI[3]
2 Sabstate HECS20 00:0500[1] 100 p1 12 (ol N | -
9 ComiferSiam HEKLDO 00:0100[1L] 100 pl HC [ ] -
Stalnig Quality:
Comments:

10.2 Export a Report

e To export a report, select a specific report and click on the

‘Bport &
Farmat
114
| Chaiazlersenaratzd values _v_|
Destination: ﬂ!
| Disk Fle =l

e C(lick the arrow buttons adjacent to the fields, and select the format and destination from the

drop down list. The report file will be exported.

Format:

X|

K

ICharacter-separated values

=

Cancel

i

Character-separated values
Comma-separated values [CSV)
Excel 2.1 [XLS)
Excel 3.0 [XLS)
Excel 4.0 [XLS)

e There are different format options available for exporting a report. Click on the arrow adjacent

‘Export Report’ button

to the Format option and select the format in which the report to be exported.
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11.0 Calibration and Diagnostics

To start the calibration program, click ‘Calibrate i6000’ button from the ‘Welcome to i6000’
window. The ‘Please make sure...” dialog box will be opened.

®  That the staines is conpected to PC.
= Steneris Powered ON.

B Emergency Stop swatch is not pressed,

16000 Calibration €
\l Flle Caibrate Test Hep

® ® . D .

Save  Calibrate Tt Abuo, X BioGenex__

L6000 Calibration & Diaguostice Tool

e T"l \/
i\

L |

||

BrolGima— ‘05000 Biogcenex Laboratorics
Reacy EiEE=
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11.1 One Point Calibration

The i6000~ Infinity ‘1 Point Calibration’ is made possible by the use of a one piece-working base.
This base provides consistent spacing between functional locations of the system, i.e., the
pipette tips, reagent racks, and slide racks are in fixed locations
16000 Calibration & Diagnostic Tool
Fie Calibrate Test Hep
?ﬁ; Calibrate . % T About X BioGenex_
~ 1Point Calibration

Mulh Pont Calbration ¢ L !
66 Barcoce Reader 3 & Dwd’ 700‘
”- vial Eo:tom.v.. ﬁ

e Select “1 Point Calibration’ from the Calibrate menu.
e Insert the calibration pointer into the pipette tip adapter.
e The flat end of the pointer goes into the orifice at the bottom of the adapter. The

pointer must be inserted completely; make sure that the flat disk portion of the pointer
is touching the tip adapter.

l - pipetie adapter

'
7 pointer A

Caution: Do not move the Z-head when installing the pointer as this will cause inaccurate calibration.

[54]



e Once the pointer is installed,

click ‘OK’ to display the ‘Calibrat

Posdion

- 22 nowment

X (Lelt]

—

]|

X[ o Y[ o 2[ 0  Stwpax E
Y (Back) Z |Upl
+% |Rght)
& Fom) +2 [Down)
Cave 1 [ Carcel I

e Set the Step Size to 10.

e Positions’ window.

e Use the arrow buttons or the keyboard to move the Z-head to a position just above the

calibration target.
e Setthestepsizeto3

o Lower the Z-head until the pointer is close to the center point of the calibration target. Adjust

the X and Y positions again if needed.

Caution: Do not overdrive the pointer into the target. If you force the motor to ‘skip’, the

calibration will be incorrect. Click ‘Cancel’ and start the calibration all over again.

e Click on Save to move the Z-head from the target. Remove the calibration pointer to complete

the One Point Calibration.

11.2 Multi-point Calibration

The tasks involved in this must be completed in the order they are presented in the Multi-point

Calibration menu.

o Select Calibrate from the i6000~ Calibration & Diagnostic Tool menu. Choose ‘Multi Point

Calibration’ from the drop down menu.

[Fhe Callvate

“Mﬂﬁ Caltiration & Disgrostic Tool
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X BioGenex...

loatice Toal

et & v

o —

=

e o
' I '-'U'\"-"'L' \ﬂ
B et 500 ]
— 0y

6K

Dlogenos Laborasaics

- —

11.3 Left Pipette Rack

e From the ‘Calibrate’ menu, select the ‘Multi Point Calibration’
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e Select ‘Left Pipette Rack’ from the drop down list.
e The Z-head will move to position one of the left pipette tip box. The following screen will be

displayed

AN

e Make sure the Z-head is empty and place a pipette tip in position one in the left pipette box.
Click ‘OK’ to continue.

e The Z-head will drop to pipette position one to pick up the pipette tip. The Calibrate Positions
window is displayed on the screen

v

[ [ [ z w0 sice: [l 4]
Z morvement
Y |Back| Z Up)
!‘ (L) + [Richt)
| £ [Freet) += [Dovm)
1

L o o= )

e Adjust the Z-head using the arrow keys as needed. Click ‘Save’ to complete calibration.

To test the calibration for accuracy, use the diagnostics to pick up pipettes from positions 1, 8, 89,
96 and 45. To pass the test, pipette tips from all the positions should be picked up and be discarded

in a single attempt.

11.4 Right Pipette Rack

e From the ‘Calibrate’ menu, select the ‘Multi Point Calibration’
e Select ‘Right Pipette Rack’ from the drop down list.
e The Z-head will move to position one of the right pipette tip box. The following screen will be

displayed
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A

e Make sure the Z-head is empty and place a pipette tip in position one in the right pipette tip
box. Click ‘OK’ to continue.

e The Z-head will drop to pipette position one to pick up the pipette tip. The ‘Calibrate Positions’
window is displayed.

1 Pastion
| b S 1] Y 0 b 0 Step 223 =
,‘ oz =
r HTZ movemerk:
Y [Bazk) Z Upl
? # et 4 (Right)
1 +¥ [Frort] +Z (Down|
|
| [ Save ] l Conred
1 L

e Adjust the Z-head using the arrow keys as needed. Click ‘Save’ to complete calibration.

To test the calibration for accuracy, use the diagnostics to pick up pipettes from positions 97, 104,
141, 185 and 192. To pass the test, pipette tips from all the positions should be picked up and be

discarded in a single attempt.
11.5 Left Reagent Rack

e Place avial in position one of the left reagent rack.
e Select ‘Left Reagent Rack’ from the ‘Multi Point Calibration’ drop down menu. The ‘Calibrate

Positions’ window is displayed.
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e Center the pipette tip adaptor over the reagent vial by using the X-Y axis control.
e Use the Z control to lower the pipette tip adaptor close to the vial to determine the center

position. Click ‘Save’
11.6 Right Reagent Rack

e Place avial in position one of the right reagent rack.

e Select ‘Right Reagent Rack’ from the ‘Multi Point Calibration’ drop down menu. The ‘Calibrate
Positions” window is displayed.

e Center the pipette tip adaptor over the reagent vial by using the X-Y axis control.

e Use the Z control to lower the pipette tip adaptor close to the vial to determine the center

position. Click ‘Save’

11.7 Slide Rack

o Select ‘Slide Rack’ from the ‘Multi Point Calibration’ drop down menu.
e The Z-head will move towards slide position one. The following screen will be displayed.

A

e Make sure the Z-head is empty and click ‘OK’ to continue. The ‘Calibrate Positions’ window is
displayed.
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e Adjust the Z-head using the arrow key to ensure that the blow head is centered on the slide and
located right after the label.

e Click ‘Save’ to complete calibration.

To test the calibration for accuracy, use the diagnostics to blow and wash the slide. Make sure
that the volume used covers the slide properly.

11.8 Prime Position

e Select Prime Position from the ‘Multi Point Calibration’ drop down menu.
e The Z-head will move forward to the front of the instrument.
e Adjust the Z-head position using the arrow key to ensure that the Z-head is far enough forward

to allow the unit to prime the solutions without splashing the liquid on the slides. Save the
settings.

11.9 Pipette Tip Disposal

e Select ‘Pipette Disposal’ from the ‘Multi Point Calibration’ drop down menu.

e The Z-head will move to a position above the pipette tip disposal area.

e Adjust the Z-head position using the arrow key so that the pipette tip can be dropped directly
into the center of the disposal area. Save the settings.

11.10 Vial Bottom Calibration

Using a micro pipette, fill an OptiMiser~ Vial with 3000 pl of liquid and place the vial at position one.
Be sure that the vial and rack are seated completely.

Select ‘Test’ from the i6000~ Calibration & Diagnostic Window and then click on ‘Diagnostics’ from
the drop down list. The ‘16000 Diagnostics’ window is displayed.

[59]



IE% 16000 Calibration & Diegnostic Tool

{6000 Diagnostics

Fle Calbrate Test Heb

<

L6000 &

Save  Calibrate Test About
\f_olume = >
Diagnostics...

éarcoaé -lieader, .

.

f

Pozticn IJ‘--.’« alioaie I Senaas & Vawae l

Cumert Position :

X"jz Y:F. z | 0
Step s [mﬁ_:_l
- XYZ movements
Y (Back) Z{lp}
X {Leit) ~¥ {Fight)
+Y (Frort) +Z (Down)
[ DK ] [ Cancel ]

Click on the 'Operations' and select 'Pickup Pipette' from the options available.
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Value :

Enter a pipette position value and click ‘OK’. The Z-head will move forward to the pipette tray and pick
up the pipette from the desired position. When the operation is done, close the ‘Diagnostics’ window.

Open the ‘i6000 Calibration and Diagnostic tool’ window, and select ‘Vial Bottom’ from the

‘Calibrate’ menu.

e From the ‘Calibrate’ menu, click on Vial Bottom from the drop down list.
e The Calibrate Reagent Vial Bottom dialog box will be displayed.
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’= 16000 Calibration & Diagnostic Tool ]
File Calbratz Test Help

For accurate calibration of this lewvel,
czlibratethe Liquid sersor and Reagent Kack

(,- @ . @ i .%ut pocition firet

Save Calibrate Test Abo ® RMake sure that the Vial 11s inplace and fil
it with approsamatoly 3000 pl of licquid

L Point Calibration ® Chok on Caiibrato button halow

Mdti Point Calibration » &

Barcode Reader } on & [ Caltrae J [ Daore l [ Cancel
Vial Eottom. .. 7 Make a selection

e The instrument will sense the liquid three times and display the value reading each time. After
three attempts, the best sensing level is displayed

=

For azcurata calibration of 1his level,
calbrate the Liqued sensor anvl Reagent Back
poshon first

® Make sure bt the Vial 1isin place and 1l
itwith o osinatey 3000 pl of Fepdd

# Qick ov Calibrote hutonbodow

[ Calbets ]' Lue ” Zaned

Sestsensing level of 3 attempts : T30

e Continue to click on ‘Calibrate’ until a consistent reading is obtained three times in a row.
e Once a consistent reading is obtained, click on the done button to save the value in the registry.

e If a one-point calibration is performed, then the bottom vial calibration will need to be
repeated.

11.11 Diagnostics

The 6000~ Infinity diagnostics feature is a powerful tool designed to assist you in checking the
components for proper function. This program provides a method for you to test the motors, valves
and pumps used in the system. The ability to test these devices can greatly reduce the time taken to
identify failures.
¢ Open the ‘16000~ Calibration and Diagnostic tool’ window, and select ‘Diagnostics’ from the
‘Test’ menu.
o The Diagnostics screen will be displayed, providing you with complete control of the system
from one convenient screen.
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e The Diagnostic screen contains 3 main sections: Position, Operations and Sensors & Valves.

11.12 Position

e This section enables you to move the Z-head in any direction in the specified step size (1-1000).

o The step size determines how far the Z-head will move in the selected direction. Type in the step
size then click on the arrow corresponding to the direction that you want to move.

® You can also use the ‘Arrow Keys’ on keyboard to move the Z-head.

o This section also displays the Current Position (expressed in number of steps from home) of the

Z-head.

11.13 Operations

Reagert Operstiorn

[ pme |

I Aspexte

[ ez |

[ Dwpares Raagert

l Goto Pestion ] l Gow Faagent I
Flaset Lea Fure | Side Dpentons
Poste Ocotire { Goto e '
[ PoooArets.. | Bow Side |
[ DoposePrwte | Vash S |
o

The following pre-programmed functions are available:

General Operations

e Home: Move Z-head to Home in all three directions X, Y, and Z.

e Home Z: Move the Z-head to home in the Z direction only.

® Go to Position: Allows you to enter the X, Y, and Z coordinates that you would like to

move to.
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o Reset Lee Pump: This is reserved for service personnel. It allows correct aspiration and
dispensing of reagent.
Reagent Operations

e Aspirate: Move down in the current X and Y position until fluid is detected. Draw
specified volume into pipette (1-1000).

e Dispense Reagent: In the current X, Y and Z position dispense specified volume (1-1000).

e Go to Reagent: Move to a specified reagent vial (1-60).

Pipette Operations

o Pickup Pipette: Pickup specified pipette tip. (1-192).
e Dispose Pipette: Move to the Disposal Position and eject tip from adapter.
Slide Operations

e Go to Slide: Move to a specified slide (1-60).
e Blow Slide: blow the slide
e Wash Slide: wash the slide

11.14 Sensors and Valves

16000 Disgrstics LJ

| Gy b Vokves |

—Cans |

This section enables you to control the state (on or off) of the fluid delivery valves, blower, compressor
and the air release valve. It also displays the status of the lid and the pipette tip sensor.

To test the fluid delivery valves you must turn the air release valve off and the compressor on and allow
the system to pressurize.

Make sure the Z-head is moved over to the Prime Position. Once pressurized open the fluid delivery
valve to be tested. Fluid should now be dispensed from the wash head.

12.0 Error Conditions

This section describes some of the common error messages that might appear while using the i6000~
Automated Staining System.
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12.1 System Door Error

The instrument will not run with the door open. If the system door is open when starting the run, an
error message will be displayed.

&

Close the system door and click OK to continue.

If at any time during the run, the system door is opened, the instrument will pause and an error
message will be displayed.

U

Occuied at : [16:31:00
Time Elapsed : 03:00:06

Spstem Door is Open. Close the lid to corvinue cperation

When the system door is closed the run will resume.
12.2 Pipette Errors

Pipette tip errors are divided into four basic groups: Tip Errors at Box, Tip Errors at Reagent, Tip Errors at
Slide, and Tip Errors Post-Dispense. Each group provides a specific error message and requires a slightly
different response.

12.2.1 Pipette Tip Errors at Box

e Ifthe Z-head tip adapter fails to pick up a pipette tip from the box holder, or the pipette tip is
missing, the system will re-attempt to pick up a tip.

e The Z-head goes to its home position, returns to the pipette tip it just failed to pick up, and tries
to pick it up again.

e Ifit successfully picks up the tip on this second try at the same position, the staining run
continues. If it fails to pick up the tip at the same position, it will attempt to pick up a tip in the
next three positions.
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e After four consecutive failures, an audible alarm will sound and the following message will be
displayed.

L]

Fipstte box g smpiy. To resume 2lainng, load the
ne=w box and cick Hesune bution bedow

T'o cancel the wn, \
click cn
Cancel btion below

Ecr Occured at: 153048
Time Elepsed onono7

[ Besume= ] [ Lance the Run ]

e Replace the box of pipette tips in the unit with a new full box.

e Make sure the tip box is well seated and that there is no obvious obstruction to the Z-head
movement. Select Resume continuing.

e When Resume is selected, the Z-head will attempt to pick up the first tip in the new box. If it is
successful, the staining run continues. If not, the cycle begins again.

e The Z-head will make four attempts to pick up a tip from the new box of pipette tips. If
unsuccessful, the above error message will be displayed again.

e Click ‘Cancel the Run’ to abort the run.

12.2.2 Pipette Tip Errors at Reagent

If the Z-head tip adapter drops a pipette tip after drawing reagent, but before moving to the slides, the
Z-head will stop, an alarm sets off with the following message displayed on the screen.

L)

O0-00-08

1

Fipelte dropped at Reagent H1. Bemove the tip and add
250! of HK111

e ]

A 10 sec. timer will start ticking. Remove the pipette tip and click ‘OK’ to continue the run. If it takes
more than 10 sec. to remove the tip, a ‘Critical Error’ message will be displayed on the screen.
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Ppette dopped at vial 81

To resume stainng,

1. Remove the tp

2 Add 2500 of PERDXIDE BLOCK[HK111) into vial
1

3. Click 'Resune’ button belowe

Eror Dccured at - 16:44:56

lmeElapsed . 0000.02

[ﬂm ] [ Cancelthe Run ]

Make sure the reagent vial and the vial rack are positioned properly. Follow the instructions provided in
the error message, and click ‘Resume’.

The Z-head will pick up a new pipette tip and move to the reagent vial to draw the reagent again and
continue the run.

12.2.3 Pipette Tip Errors at Slide

If the Z-head tip adapter drops a pipette tip after moving to the slides but before completely dispensing
the drawn reagent, the Z-head will stop, and an alarm sets off with the following message displayed on

the screen.
00.00:02

Pipette dropped at Shde #1, Remove the tip and add 250!
of AM0S0, to vial location 1

0K

\, &

If the error is not cleared within 10 sec. a ‘Critical Error’ message will be displayed on the screen.
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()

Pipatte has diopped at slide location #1. To resume
staining,

1. Bemove the tip

2. Add 2500 of ACTIN MUSCLE SPECIFIC{AMODS0)
mto vial 1

3. Click ‘Resume' button below

To Cancel the run, chick on ‘Cancel’ button below.

Eror Occured at - 10:31:18
Time Elapsed : 00:01:31

Lﬂewme] [ Cancel the Run ]

Make sure the slide racks are positioned properly and there is no other obstruction to the free
movement of the Z-head. Follow the instructions provided in the error message and click ‘Resume’.

The Z-head will pick up a new pipette tip, to dispense the reagent on each of the affected slides listed in
the error message.

12.2.4 Pipette Tip Errors Post Dispense

If the Z-head tip adapter drops a pipette tip after completely dispensing the reagent, but before the tip
is ejected, the Z-head will stop.

An alarm sets off with the following message displayed on the screen.

(]

00:00:05

Pipette dropped on Shkde block, Remove the tip and chick
0K to continue

4

If the error is not cleared within 10 sec. a ‘Critical Error’ message will be displayed.
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Pipette has diopped in Slide block area. To resume
staining, remaove the tip and Click 'Resume' button

below,
To Cancel the tun, click on 'Cancel' button below

Error Ocowed at; [10:35:40
Time Elapsed : [00:01:31

[ Resume ] [ Lancel the Run ]

_

Remove the dropped tip and select Resume to continue the run.
12.3 Reagent Errors
Reagent Vial Empty or Missing Errors

If the reagent vial is either empty or does not contain the required amount of reagent, the liquid level
sensor will detect and sets off an alarm with the following message displayed on the screen.

U
00:00:04

Ernor occured while sensing Reagent. Add more HK111 into
vial 1 and select 'Resume’ for the slides affected to resume
operation

Y. [ ok ] S

All the slides that are affected are highlighted in a different color (selected in the color scheme), and the
staining is stopped at this point for the affected slides.

These slides will then be buffered periodically depending upon the time set in global settings for Buffer
interval during run. To resume the staining, right click on the slide and select ‘Resume staining’.
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12.3.1 Insufficient Reagent Vials Error

If a run requires more than 60 reagents, including primary antibodies, links, labels, substrates, and
counter-stains, clicking on ‘Start’ will display the following message.

Y

e Click ‘OK’ to cancel the run.

e You can start over again or in the case of an open run, open the previous stored staining run and
edit it.

e Edit/ Delete slides and/or protocols to bring down the total number of reagents required to 60
or less.

12.4 System Pressurization Errors

If the system is not pressurized within five minutes, the ‘i6000 Scheduler’ dialog box will be displayed.

LJ

Unable ta Pressurize.
Please check all cartboy caps and connections.

[ Retry ] [ Cancel the Run ]

Ensure that all carboy caps are securely tightened and click on the ‘Retry’ button.

If pressurization continues to fail, click on the ‘Cancel the Run’ button to exit. Check all carboy
connections and secure them before restarting the run.

12.5 Substrate and Label Error

When the substrate selected does not match the label selected, an error message will appear when you
try to save the protocol.
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Press the Enter key, or click ‘OK’ to return to the Edit screen and make the correction.

16000 Designer
@ This combination of Labe! and Substrate s net

allowzed. Fodiowing combinations: sie nod walid:
Label Subistrate

AP[HK331] DAB[HK123MK133]
AP[HK331] AEC[HK133MHKI 0]
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Appendix-1
System Specifications
e Dimensions:
40.5” W x24” Dx 18.5” H( 1028 mm W x 610 mm D x 470 mm H)
e Weight:
130lbs

e Electrical Specifications:
115/230VAC 50/60Hz

e Power Consumption:
300 Watts
e Normal Operating Temperature:
18-28.5°C (64 — 80.5 °F)
e Slide Capacity:
Total Capacity: 60 Slides, 5 racks (12 slides per rack)
e Reagent Capacity:
Total Capacity: 60 Reagent vials, 2 racks (30 reagents vials per rack)
e Reagent Dispensing Volume:
100 pl, 150 pl, 200 pl, 250 pl, 300 pl, 350 pl, 400 pl, 500 pl, 600 pl, 700 pl, 800 pul and 900 pl

e Reagent Dispensing Accuracy: +5 %
e Operating system: Windows- XP
e Buffer Containers: 10 Liters Each

e Waste Containers: 20 Liters Each
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Performance Characteristics

The pattern and intensity of staining is highly consistent and reproducible when slides from the
same run using identical specimen and protocols are compared. Similarly, slides using the same
specimen and protocols stained on different instruments yielded highly consistent and
reproducible results. In comparison to manual results, the instrument staining results are identical,
if not indistinguishable. Staining specifications were consistently achieved in STAT, continuous or
batch run formats.

Appendix-2

Service Plan
For a period of one year from the date of installation ("Service Period"), BioGenex Laboratories, Inc.

("BioGenex") will provide the following services for maintenance and repair of the i6000
Automated Staining System ("System") purchased, leased or rented by the Customer ("Services"):

1. Preventative Maintenance Service
2. Emergency Repair Service
3. Software Upgrades

Customer Responsibilities

Customer must (1) maintain the installation site and its environment in a condition suitable for
operation of the System, and (2) maintain the System under the daily/monthly routine maintenance
schedule as provided in the System Operating Manual.

Service Charges

BioGenex may charge Customers its standard service rates or may decline to provide the services
required to correct a malfunction caused by Customer’s failure to fulfill its responsibilities
hereunder, the failure of anyone other than BioGenex or its service contractor to comply with its
written instructions or recommendations, the combination of the System with an incompatible
third party product, the alteration or improper storage, handling, use or maintenance of any part of
the System by anyone other than BioGenex or its service contractor, any factor external to the
System or beyond BioGenex reasonable control.

Additional Terms

Services will be provided during regular business hours. BioGenex may subcontract with service
contractors any of the service obligations to Customer. No such subcontract will release BioGenex
from its obligations to Customer. In lieu of repair, BioGenex may elect to replace the System or any
part thereof, or refund the portion of the Purchase Price paid by Customer. Replacement parts will
be provided on an exchange (refurbished) or new part basis, at BioGenex’s option.

Labor to install replacement parts is included. Replaced parts become BioGenex’s property.
Components of the System covered by a third party warranty are subject to the limitations
contained in that warranty. The Services are due only if the System remains at the Installation Site.
Rigging or facility services, accessory, consumable and supply items are charged separately. The
Services provided under this Service Plan are performed under the terms and conditions of the
Standard System Purchase and License Agreement or Lease and Reagent Purchase Agreement
between BioGenex and Customer, as applicable, which are incorporated herein by reference.
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Warranty Disclaimer

The System, including all hardware, software, and parts are provided AS IS. BIOGENEX
SPECIFICALLY DISCLAIMS ALL EXPRESS, STATUTORY OR IMPLIED WARRANTIES, INCLUDING,
BUT NOT LIMITED TO, IMPLIED WARRANTIES OF MERCHANTABILITY, FITNESS FOR A
PARTICULAR PURPOSE AND NONINFRINGEMENT OF THIRD PARTY RIGHTS. Where disclaimer of
implied warranties is prohibited by law, such warranties expire 90 days after the date of delivery of
the System. Customer acknowledges and accepts that operation of the Software may not be
uninterrupted or error free and that any warranty for Year 2000 compliance is made only to the
extent provided in the software licenses contained in this Operating Manual.

Appendix-3

Software License

(BioGenex Software)

IMPORTANT- READ CAREFULLY BEFORE USING THE i6000~ AUTOMATED STAINING SYSTEM
WHICH CONTAINS MICROSOFT® SOFTWARE.

This is a license and not an agreement for sale. You obtain no rights other than those granted you
under this BioGenex Laboratories Inc., ("BioGenex") Software License ("License"). By using the
i6000~ Automated Staining System on which BioGenex software program(s) have been
preinstalled, you are agreeing to be bound by the terms of this license.

1. LICENSE.

The term "Software"” means the programs that are installed in and supplied with a BioGenex
computerized system ("System"), such as an i6000~ Automated Cell System, and subject to this
License, but excluding the Microsoft software, which is subject to a separate license. BioGenex
grants you a non-exclusive license to use the Software only in the System in which such Software is
initially installed, and only for so long as you are using such System at the Site approved by
BioGenex. BioGenex will provide one copy of the Software with the initial installation of the System,
some of which may be preinstalled on the System’s hard drive. You may make one backup copy,
which is subject to the terms of this License and which must include the copyright notice(s) and any
legend(s). All copies of the Software remain the property of BioGenex or its affiliates or suppliers.
No title, ownership, or other interest in the Software is transferred to you, except as expressly
provided herein. You will not modify, reverse engineer, decompile, disassemble, or derive source
code from, the Software. In countries which permit reverse engineering notwithstanding the
previous sentence, you agree not to conduct such reverse engineering until you have notified
BioGenex in writing and given BioGenex a reasonable time to provide such information as you are
entitled by law.

Unless BioGenex specifies otherwise, any modifications to, or new releases or versions of, the
Software will be provided subject to this License at applicable charges.

BioGenex will grant a license to the party to whom you transfer possession of the Software
("Subsequent Licensee") only when all of the following terms are met:

(1) BioGenex approves such transfer in writing in its sole discretion; (2) the Software, including all
copies, and the System are concurrently transferred to the Subsequent Licensee; and (3) the
Subsequent Licensee agrees in writing to be bound by the terms of this Software License with
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respect to the Software transferred. Transfer of the Software terminates your license from
BioGenex.

2. INTELLECTUAL PROPERTY.

The Software is the confidential trade secret of BioGenex. You agree to take precautions to prevent
any disclosure or use of Software (except as specifically permitted herein) consistent with
precautions used to protect your own confidential trade secrets, but in no event less than
reasonable care.

3. WARRANTY.

If the Software is warranted, the terms and conditions of such warranty is specified in the
agreement under which such Software was originally acquired from BioGenex or a BioGenex
Authorized Distributor ("Distributor"). Otherwise, the Software is provided "AS IS." The operation
of the Software may not be uninterrupted or error free. SUCH WARRANTIES REPLACE ALL OTHER
WARRANTIES, EXPRESS, STATUTORY OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, THE
IMPLIED WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE AND
NONINFRINGEMENT OF THIRD PARTY RIGHTS. Support services for Software which is not under
warranty may be available from BioGenex or a Distributor for a charge.

4. LIMITATION OF LIABILITY.

THE MAXIMUM AGGREGATE LIABILITY OF BIOGENEX AND ITS SUPPLIERS, DEVELOPERS,
SUBCONTRACTORS, AND AGENTS FOR ANY CLAIMS ARISING OUT OF OR RELATED TO THIS
AGREEMENT, WHETHER IN CONTRACT, TORT, PRODUCT LIABILITY OR OTHERWISE, SHALL NOT
EXCEED THREE THOUSAND DOLLARS.

Under no circumstances will BioGenex be liable for losses or damages resulting from (1) third party
claims against you or claims by you based on third party claims (other than those referred to in
item 1 in the first paragraph of this Section), (2) loss of stored, transmitted or recorded data, (3)
consequential damages (including lost profits or savings), or incidental, indirect or punitive
damages, even if BioGenex or a Distributor is informed of their possibility, or (4) inability to
perform under this License, in whole or in part, caused by acts of God or any other event beyond
BioGenex's control. This Section sets forth the maximum collective responsibility of BioGenex, its
suppliers, developers, subcontractors and agents, and all such parties are intended beneficiaries of
this Section.

5.U.S. GOVERNMENT RESTRICTED RIGHTS.

If you are a U.S. Government user, the Software and documentation are commercial computer

software developed exclusively at private expense and are subject to the terms of this License

pursuant to 48 C.F.R. 12.212 or 48 C.F.R. 227.7202. The manufacturer is BioGenex Laboratories Inc.,
48810 Kato Road,Suite 100E & 200E, Fremont, CA 94538 Tel : +1 (800) 421-4149Fax: +1 (510) 824-1490
E-mail: support@biogenex.com.

6. GENERAL.

You may terminate your license at any time by destroying all your copies of the Software or as
otherwise described in this License. BioGenex may terminate your license if you do not comply with
the terms of this License. Upon such termination, you will destroy all your copies of the Software.
Any attempt to sublicense, rent, lease, assign or, except as expressly provided herein, to transfer
any copy of the Software is void. This License is governed by the laws of the State of California
without regard to its conflicts of law rules.
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Appendix-4

Software License Agreement

(Microsoft Software)

IMPORTANT-READ CAREFULLY: This End-User License Agreement ("EULA") is a legal agreement
between you (either an individual or a single entity) and the manufacturer ("Manufacturer") of the
special purpose computing device ("SYSTEM") you acquired which includes certain Microsoft
software product(s) installed on the SYSTEM ("SOFTWARE PRODUCT" or "SOFTWARE"). The
SOFTWARE includes computer software, the associated media, any printed materials, and any
"online" or electronic documentation. By installing, copying or otherwise using the SOFTWARE, you
agree to be bound by the terms of this EULA. If you do not agree to the terms of this EULA,
Manufacturer and Microsoft Corporation ("Microsoft") are unwilling to license the SOFTWARE to
you. In such event, you may not use or copy the SOFTWARE, and you should promptly contact
Manufacturer for instructions on return of the unused product(s) for a refund.

SOFTWARE LICENSE
The SOFTWARE is protected by copyright laws and international copyright treaties, as well as other
intellectual property laws and treaties. The SOFTWARE is licensed, not sold.

1. GRANT OF LICENSE. This EULA grants you the following rights:
Software: You may use the SOFTWARE as installed on the SYSTEM.

Application Sharing: The SOFTWARE may contain technology that enables applications to be
shared between two or more SYSTEMS, even if an application is installed on only one of the
SYSTEMS. You should consult your application license agreement or contact the application licensor
to determine whether sharing the application is permitted by its licensor.

Storage/Network Use: If the SOFTWARE PRODUCT is installed on the SYSTEM over an internal
network from a server, you must acquire and dedicate a license for the SOFTWARE PRODUCT for
each SYSTEM on which the SOFTWARE PRODUCT is used or to which it is distributed. A license for
the SOFTWARE PRODUCT may not be shared or used concurrently on different SYSTEMS.

Back-up Copy: If Manufacturer has not included a copy of the SOFTWARE on separate media with
the SYSTEM, you may make a single copy of the SOFTWARE for use solely for archival purposes
with the SYSTEM.

2. DESCRIPTION OF OTHER RIGHTS & LIMITATIONS.

Limitations on Reverse Engineering, Decompilation and Disassembly: You may not reverse
engineer, decompile, or disassemble the SOFTWARE, except and only to the extent that such activity
is expressly permitted by applicable law notwithstanding this limitation.

Single SYSTEM: The SOFTWARE is licensed with the SYSTEM as a single integrated product. The
SOFTWARE may only be used with the SYSTEM.

Rental: You may not rent or lease the SOFTWARE.

Software Transfer: You may permanently transfer all of your rights under this EULA only as part
of a sale or transfer of the SYSTEM, provided you retain no copies, you transfer all of the
SOFTWARE (including all component parts, the media, any upgrades or backup copies, and this
EULA, and if applicable, the Certificate(s) of Authenticity), and the recipient agrees to the terms of
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this EULA. If the SOFTWARE is an upgrade, any transfer must include all prior versions of the
SOFTWARE.

Termination: Without prejudice to any other rights, Manufacturer or Microsoft may terminate this
EULA if you fail to comply with the terms and Conditions of this EULA. In such event, you must
destroy all copies of the SOFTWARE and all of its component parts.

Single EULA: The package for the SOFTWARE may contain multiple versions of this EULA, such as
multiple translations and/or multiple media versions (e.g. in the user documentation and in the
software). In this case, you are only licensed to use one (1) copy of the SOFTWARE PRODUCT.

3. UPGRADES AND RECOVERY MEDIA

If the SOFTWARE is provided by Manufacturer on media separate from the SYSTEM and is labeled
"For Upgrade Purposes Only’ ("Upgrade SOFTWARE"), you may install one copy of the Upgrade
SOFTWARE onto the SYSTEM as a replacement copy for the SOFTWARE originally installed on the
SYSTEM and use it in accordance with Section 1 of this EULA. You may also install additional copies
of the Upgrade SOFTWARE as replacement copies onto additional SYSTEMS which are the same
brand and model as the SYSTEM and contain a duly licensed copy of the same version and language
release of the SOFTWARE ("ADDITIONAL SYSTEMS"), provided that (1) Manufacturer has supplied
a corresponding serialized sticker for each additional copy of the Upgrade SOFTWARE, and (2) you
affix a serialized sticker per Manufacturer’s instructions for each unit of Upgrade SOFTWARE you
install. If the SOFTWARE is provided by Manufacturer on separate media and labeled as "Recovery
Media," you may not make a copy of the SOFTWARE as described in Section 1 for archival purposes.
Instead, you may use the Recovery Media solely to restore or reinstall the same version and
language release of the SOFTWARE as originally installed on the SYSTEM and thereafter use the
SOFTWARE as restored or reinstalled in accordance with Section 1 of this EULA. A single unit of
Recovery Media may be used by you to restore or reinstall the SOFTWARE on ADDITIONAL
SYSTEMS.

4. COPYRIGHT

All title and copyrights in and to the SOFTWARE (including but not limited to any images,
photographs, animations, video, audio, music, text and "applets," incorporated into the
SOFTWARE), the accompanying printed materials, and any copies of the SOFTWARE, are owned by
Microsoft or its suppliers. You may not copy the printed materials accompanying the SOFTWARE.
All rights not specifically granted under this EULA are reserved by Microsoft.

5. PRODUCT SUPPORT

Product support for the SOFTWARE is not provided by Microsoft or its subsidiaries. For product
support please refer to Manufacturer’s support number provided in the documentation for the
SYSTEM. Should you have any questions concerning this EULA, or if you desire to contact
Manufacturer for any other reason, please refer to the address provided in the documentation for
the SYSTEM.

6. LIMITED WARRANTY

Limited Warranty: Manufacturer warrants that the SOFTWARE will perform substantially in
accordance with the accompanying written materials for a period of ninety (90) days from the date
of receipt. Any implied warranties on the SOFTWARE are limited to ninety (90) days. Some
states/jurisdictions do not allow limitations on duration of an implied warranty, so the above
limitation may not apply to you.
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Customer Remedies: Manufacturer’s and its suppliers’ entire liability and your exclusive remedy
shall be, at Manufacturer’s option, either (a) return of the price paid, or (b) repair or replacement of
the SOFTWARE that does not meet the above Limited Warranty and which is returned to
Manufacturer with a copy of your receipt. This Limited Warranty is void if failure of the SOFTWARE
has resulted from accident, abuse, or misapplication. Any replacement SOFTWARE will be
warranted for the remainder of the original warranty period or thirty (30) days, whichever is
longer.

No Other Warranties. EXCEPT AS EXPRESSLY PROVIDED IN THE LIMITED WARRANTY
SECTION ABOVE, THE SOFTWARE IS PROVIDED TO THE END USER "AS IS" WITHOUT
WARRANTY OF ANY KIND, EITHER EXPRESSED OR IMPLIED, INCLUDING, BUT NOT LIMITED
TO, WARRANTIES OF NON-INFRINGEMENT, MERCHANTABILITY, AND/OR FITNESS FOR A
PARTICULAR PURPOSE. THE ENTIRE RISK OF THE QUALITY AND PERFORMANCE OF THE
SOFTWARE IS WITH YOU.

No Liability for Consequential Damages. MANUFACTURER'’S SUPPLIERS SHALL NOT BE HELD TO
ANY LIABILITY FOR ANY DAMAGES SUFFERED OR INCURRED BY THE END USER (INCLUDING,
BUT NOT LIMITED TO, GENERAL, SPECIAL, CONSEQUENTIAL OR INCIDENTAL DAMAGES
INCLUDING DAMAGES FOR LOSS OF BUSINESS PROFITS, BUSINESS INTERRUPTION, LOSS OF
BUSINESS INFORMATION AND THE LIKE), ARISING FROM OR IN CONNECTION WITH THE
DELIVERY, USE OR PERFORMANCE OF THE SOFTWARE.

7.NOTE ON JAVA SUPPORT.

THE SOFTWARE PRODUCT MAY CONTAIN SUPPORT FOR PROGRAMS WRITTEN IN JAVA. JAVA
TECHNOLOGY IS NOT FAULT TOLERANT AND IS NOT DESIGNED, MANUFACTURED, OR INTENDED
FOR USE OR RESALE AS ON-LINE CONTROL EQUIPMENT IN HAZARDOUS ENVIRONMENTS
REQUIRING FAIL-SAFE PERFORMANCE, SUCH AS IN THE OPERATION OF NUCLEAR FACILITIES,
AIRCRAFT NAVIGATION OR COMMUNICATION SYSTEMS, AIR TRAFFIC CONTROL, DIRECT LIFE
SUPPORT MACHINES, OR WEAPONS SYSTEMS, IN WHICH THE FAILURE OF JAVA TECHNOLOGY
COULD LEAD DIRECTLY TO DEATH, PERSONAL INJURY, OR SEVERE PHYSICAL OR
ENVIRONMENTAL DAMAGE.

U.S. GOVERNMENT RESTRICTED RIGHTS

The SOFTWARE and documentation are provided with RESTRICTED RIGHTS. Use, duplication or
disclosure by the Government is subject to restrictions as set forth in subparagraph (c)(1)(ii) of the
Rights in Technical Data and Computer Software clause at DFARS 252.227-7013 or subparagraphs
(c)(1) and (2) of the Commercial Computer

Software - Restricted Rights at 48 CFR 52.227-19, as applicable. Manufacturer is Microsoft
Corporation/One Microsoft Way/Redmond, WA 98052-6399.

If you acquired this EULA in the United States, this EULA is governed by the laws of the State of
Washington. If you acquired this EULA in Canada, this EULA is governed by the laws of the Province
of Ontario, Canada. Each of the parties hereto irrevocably attorns to the jurisdiction of the courts of
the Province of Ontario and further agrees to commence any litigation, which may arise hereunder
in the courts located in the Judicial District of York, Province of Ontario. If this EULA was acquired
outside the United States, then local law may apply. Should you have any questions concerning this
EULA, please contact the Manufacturer.

[77]



Appendix-5
Daily /Monthly Cleaning

Daily Cleaning
The i6000- Automated Staining System requires minor cleaning and sanitation to ensure
consistent staining, eliminate potential contamination, and guarantee the longevity of the
instrument. The following procedure should be performed after the last staining run of the day:

1. Remove the Pipette Tip Waste Tray. Discard tips and rinse tray with tap water.

2. Remove the tip boxes, reagent rack and slide racks from the instrument. Rinse the reagent
rack and slide racks with tap water.

3. Disconnect the buffer carboy from the connector panel of the instrument.

4. Connect the DI Water Carboy to buffer quick coupling (White color) on the liquid panel of the
instrument.

5. Prime the system with buffer. The i6000- Automated Staining System will rinse the buffer line
with the DI water. Repeat three times.

6. Now disconnect the DI Water carboy from the buffer quick coupling and connect it to the DI
Water quick coupling (Green color) on the liquid panel.

7. Prime the system with DI Water. The i6000., Automated Staining System will rinse the DI
Water line with the DI water. Repeat three times.

8. After the priming cycle is finished, remove the rinse tubing and reconnect each carboy to its
appropriate inlet port.

9. Wipe the working space of the instrument with a soft damp cloth. Dry the interior by wiping
all surfaces with a clean soft cloth.

Monthly Cleaning
To prevent the growth of bacteria or mold in the tubing, carboys, and other areas, the following
procedure should be preformed monthly. Wear gloves and eye protection while performing this
procedure:

1. Remove the tip boxes, reagent rack and slide racks from the machine. Rinse the reagent rack
and slide racks with tap water.

2. Rinse the tip adapter, tip ejector and the blow head with steady stream of DI water from a
rinse bottle. Remove any salt accumulation.

3. Remove the carboys and caps from the system including the Waste carboy. Empty both the
Buffer and DI Water carboys and rinse with DI Water. Fill each carboy with 1 Gallon of a 1%
bleach solution. (30 - 40ml of bleach to 4 liters of DI Water). Secure the carboys with caps
and roll the bleach solution thoroughly around the carboys.

4. Empty the bleach solution from each of the carboys and rinse with DI Water. Empty the
carboys.

5. Store the Buffer and DI Water carboys upside down to let them dry.

6. In the DI Water carboy, prepare fresh cleaning solution by diluting 150 ml of Professional
Lysol Deodorizing cleaner (active ingredient: alkyl dimethyl benzyl ammonium chlorides) to
3600 ml of distilled water. In Countries, where Professional Lysol is not available or is not
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17,
18,
19,

allowed to be sold, use 4% Sodium Hypochlorite. Dilute 50ml of Sodium Hypochlorite in
950ml of DI Water.

Connect the Waste Carboy to the instrument.

Connect the DI Water Carboy filled with diluted solution to buffer quick coupling (White
color) on the liquid panel of the instrument.

In prime solutions window, select the buffer line. The i6000- Automated Staining System will
rinse the buffer line. Repeat three times.

Now disconnect the DI Water carboy filled with the diluted solution to the buffer quick
coupling and connect it to the DI Water quick coupling (Green color) on the liquid panel.

In prime solutions window, select the DI Water line. The i6000- Automated Staining System
will rinse the DI Water line. Repeat three times.

Wait for 10 minutes after the last prime is done.

Empty the DI Water carboy to discard any residual solution and rinse the carboy with DI
Water.

Fill the DI Water carboy with DI and rinse both the lines by priming 3 times.

Empty the DI Water carboy and store it upside down and let it dry.

Clean the Drain Tray with powdered cleanser (Comet with bleach) and a soft plastic brush.
Rinse and dry. Check that the waste drains properly. Adjust the drain tubing as necessary.
Clean the working space table with a soft damp cloth.

Dry the interior of the instrument by wiping all surfaces with a clean soft cloth.

Leave the lid open and let the instrument air dry overnight.
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Appendix-6

Instrument Packaging Procedure for i6000~ Diagnostics/ Infinity

Automated Staining System
1.0 Purpose:
1.1 This procedure describes the packing procedure for i6000~ Diagnostics/ Infinity shipment.

2.0 Scope:
2.1 This procedure applicable to the Systems Manufacturing Department.

3.0 Definitions:
3.1 QC: Quality Control

4.0 Responsibility:
4.1 It is the responsibility of Systems Manufacturing to oversee and enforce this procedure.

5.0 Related Documents:
5.1 Instrument Packaging Procedure Check list for Instrument Manufacturing Area doc no. 951-3320.1
5.2 Packing List for Accessories Box - i6000~ System (Doc. #951-3323.1)

6.0 Packaging procedure for shipping an instrument without accessory kits follows:

6.1 Two people are required when handling the instruments.

6.2 Inspect instrument to be sure it is undamaged and clean. All reagents, pipette tips, tip tray and slide
carriers should be removed.

6.3 Place the instrument into a vapor bag (shrink-wrap is acceptable) and seal on the top.

6.4 Place the Cap (PN: 6100-20005) on the flat floor and place Fab, Bottom Buffer Left (PN:
6100-20004) and Fab, Bottom Buffer Right (PN: 6100-20003) inside the Cap carton (PN: 6100-20005) as
shown in the photol.

Bottom Buffer Right

Cap (carton)

Bottom Buffer Left

Photo 1

6.5 Place the i6000~ Autostainer instrument on the both the buffers and ensure that instrument has
properly seated on the buffers. Place the Sleeve carton (PN: 6100-20005) from the top of the instrument
as shown in the photo 2.
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Instrument

Sleeve

Photo 2

6.6 Place the Fab, Buffer Right (PN: 6100-20001) and Fab, Buffer Left (PN: 6100-2002) on the instrument
as shown per the photo 3.

| Top Buffer Right

| Top Buffer Left

Photo 3

6.7 Place the Top Cap on the sleeve as shown in the photo 4.
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Top CAP

Photo 4

6.8 Wrap it with the nylon band strip using edge protectors. Push this setup into the Wooden Crate as
shown in photo 5

Edge protectors

Wooden Crate

hoto 5

6.9 Close the Crate with the front door and lock latches. Strap the door with metal banding material and
clips in no less than 2 locations. The bands should run from end to end parallel to the long side of the
pallet (see reference drawing). This is important to make sure the bands are not broken by pallet jacks
or forklifts during shipping. Bands must be tight enough to prevent the instrument box from moving on
the pallet.
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Front Door

Labels

Photo 6

Apply appropriate container marking and labels as required by the Package Marking Procedure based on
the shipments destination and mode of transportation.

7.0 The following instructions apply if the instrument is to be shipped with an accessory kit:

7.1 Two people are required when handling a loaded accessory kit box.

7.2 Verify the accessories in the Box per Doc.#951-3323.1

7.3 Include a copy of the Packing list 951-3320.1 in the Accessory kit box.

7.4 Seal the accessory kit box on top and bottom in the same manner as the instrument box.

7.5 Accessory box should be placed on the Wooden crate of the instrument and strap it to the
instrument box at 2 locations from front to rear using the same approved metal banding materials as for
the instrument box.

7.6 Apply labels shipping labels on the crate as shown in the photo6.
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Appendix-7

Pre-Installation Checklist for i6000~ Systems

Instructions to the Sales Team

This document helps the Customer in understanding the requirements for installing i6000~ instrument
in their laboratory. Being prepared with an understanding and compliance to these requirements will
help the installation team to perform efficient and hassle-free installation and training at the Customer’s
site.

Please help the Customer fill out this checklist and check the boxes to show that the topic was discussed
with the Customer and approved by them. Please complete this document with clear and legible notes

of any special instructions or confirmation to the specifications. Please fax or send the completed
document to Customer Support for approval, and leave a completed copy with the Customer.

Scheduling the installation and training cannot take place if this document is not approved by all
concerned.

BioGenex Representative:

Name of the Institution:

Institutional Contact:

Name:

Title:

Telephone:

Fax:

Email:
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1. Delivery

e The Customer shall inspect all shipments upon delivery, for external damage. If there is evidence
of external damage, BioGenex Customer Support shall be notified immediately.

e Dock working hours and access restrictions, if any.

e It may require at least two people to take the instrument out of the carton and carry it to its
final install site.

e Appropriate cart for transport of accessories.

e Storage space for the empty carton/packaging material.

Recommendations / Customer comments:

2. Environmental Requirements
a. Space requirements
Minimum Table/Platform Size:

Length = 72” (includes Instrument, Computer and Monitor)

Width = 30”

Sufficient to support 75kg

Storage space to install the bulk reagent carboys beneath the table/platform
Clearance of 6” is required from the rear wall.

Instrument Height = 20” (Lid Closed); 33” (Lid Open)
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Recommendations / Customer comments:

b. Power requirement

230V, 50Hz, 15 Amps grounded wall socket for 1KVA Online UPS System that supports the
Instrument, Computer and Monitor.

UPS System shall be provided by the customer. The output of the UPS System shall have 3
sockets of 5A each.

e Additional wall socket for Desklet Printer is required as the UPS rating do not include this
printer.

Recommendations / Customer comments:

c. Room temperature requirement

e Ambient temperature range : 182C - 28.5 oC

Recommendations / Customer comments:

d. DI Water

e The instrument requires DI water to be filled in the bulk reagent bottle.

Recommendations / Customer comments:
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e. Waste Disposal
e The instrument has a built-in waste storage container and does not require connecting

to a running drain. Local regulations with respect to waste storage and disposal should
be observed by the customer.

Recommendations / Customer comments:

3. Training information

e Key Operator/s to be trained:

e Is/Are the Key Operator/s competent with using MS WINDOWS Operating system?
e Please have the expected Key Operator/s answer the following questions

Describe the use of the right mouse button

Use the “Start” button to start Windows Explorer

Arrange the desktop alphabetically

Use the Clock to set date and time

Open “Windows Explorer” and open a directory on the “C:” drive.
Copy a file from one directory to another, using “drag and drop”
Use “My Computer” to select a printer and display its properties.
Open the “Recycle Bin”.

O N U E W

e If the Key Operator/s cannot answer six of the eight questions, formal training on MS WINDOWS
must be accomplished by the customer prior to installation and training with the i6000~
instrument. The customer should acquire appropriate training documentation and fax the proof
of training, when completed, to BioGenex Customer Support.

Recommendations / Customer comments:
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Final Notes:

e The person assigned to training must be free from interruptions during the on-site training. It is
preferable to train a “key” operator, and then let them train others as necessary.

¢ Inform the customer that they must be available on the days of installation. Complete
installation of the instrument, calibration and training may take at least two days.

Recommendations / Customer comments:

Signatures
CUSTOMER: BIOGENEX REPRESENTATIVE:
Date: Date:

Reviewed by BioGenex Customer Support:

Reviewer’s Signature Date

8]



Appendix-8

Instrument Installation Instructions for i6000~ Diagnostics/Infinity
Automated Staining Systems

1. Purpose
1.1 To define the process for installation of 6000~ Diagnostics/Infinity systems quickly and efficiently.

2. Scope
2.1 This procedure applies to installation of the i6000~ Diagnostics/Infinity systems.

3. Definition: N/A

4. Responsibility

4.1 Field Service Engineers, Application Specialists or appropriately trained BioGenex personnel have to
install the unit.

4.2 Installers have to fill out the Installation Checklist Document No. 951-6124.1 in duplicate.

4.2.1 Provide copy of the completed checklist to the customer.

4.2.2 Provide original of the completed checklist to BioGenex Customer Support.

5. Related Documents:

5.1 Packing List for Accessories Box - i6000~ Diagnostics/Infinity systems. (Doc# 951-3323.1)
5.2 Instrument Installation Checklist for i6000~ (Doc# 951-6124.1)

5.3 Operator’s Manual i6000~ Diagnostics System Doc N0.953-0048.0

5.4 Operator’s Manual i6000~ Research System Doc N0.953-0049.0

6. Procedure:

6.1 Verify the received accessories against the Packing Lists. Contact Customer Support in case of short
shipment and await instructions.

6.2 Remove the i6000~ Diagnostics/Research system from its crate and place it in the Lab on a flat
surface that has sturdy support.

6.3 Ensure that the instrument is located with 6" clearance from the rear wall for ventilation.

6.4 Open the housing cover and remove the packing material inside the instrument.

6.5 Remove the M3x16 SHCS screw fixed to the left of the Z Head cover. This screw is fixed at BioGenex
to ensure that the pipette adapter is secured firmly during the shipment.

6.6 Unpack the Computer and the monitor.

6.7 Ensure that the 110/230 Voltage Selector Switch located on the rear side of the computer is set per
the local Mains Power System.

6.8 Connect the video cable to the Computer and the Monitor.

6.9 Connect the Keyboard and Mouse to the Computer.

6.10 Connect the Ethernet Cable (4500-00132; Cable Ethernet Cross Over) from the Computer to the
port marked “Ethernet” on the connector panel of i6000-.

6.11 Connect the 9-pin barcode cable to the COM port on the Computer and the port marked “Scanner”
on the connector panel of i6000~ (Applicable to i6000~ Diagnostics Systems only).

6.12 Install the Slide Racks, Reagent Racks and Pipette tips.

6.13 Install the Pipette Tip Waste Tray.

[89]



6.14 Fill the DI Water and Buffer carboys with at least 2L of DI Water.

6.15 Attach the carboy caps to their respective carboys and connect them to the liquid panel per the
color coding (Buffer: White; DI Water: Green)

6.16 Attach drain connector (Elbow Fitting) to one end of the large drain tubing. Plug the elbow fitting
into the connector on the liquid panel and the other end of the drain tubing to the Waste Carboy Cap
and secure with a cable tie.

6.17 Place 4 slides in positions 1, 12, 49 and 60 on the slide racks and level the instrument. Adjust the
leveling screws as required with the help of Level (6520-04116) available in the accessories kit.

6.18 Connect the power cords of i6000~, Computer, Monitor, Printer* and i500* Labeling System to a
UPS System* of appropriate rating.

* Wherever supplied.

NOTE: Perform the setup of Inkjet Printer and i500 Plus - LIS Enabled Barcode Printer wherever supplied
with the i6000~ system.

6.19 Turn ON the Computer and Monitor.

6.20 Select the user”Autostainer”. Type in password “optimax”.

6.21 Check the date and time and make changes if necessary.

6.22 Turn ON the i6000~ Diagnostics/Research system. Ensure that the Emergency Stop switch is not
pressed.

6.23 Perform the following calibrations per procedure explained in Section 11 of the Operator Manual
953-0048.0 and 953-0049.0

6.23.1 Multipoint Calibration

6.23.2 Barcode Reader (Slide and Reagent).

6.23.3 Vial Bottom

6.24 Prime the Buffer and DI Water lines to verify the liquid flow.

6.25 Check the drain flow and adjust the position of the Waste Carboy or the length of the drain tubing
to enhance the flow.

6.26 Setup the Inkjet Printer per the following procedure.

6.26.1 Switch ON the printer.

6.26.2 Install the printer cartridges.

6.26.3 Connect the printer cable to the USB port of the Computer.

6.26.4 Insert the CD provided by the Printer Manufacturer in the CD-ROM of the computer to install the
printer drivers.

6.26.5 Print a test page to ensure that the printer is ready.

6.27 Perform a 4 Corner plus 2 Test per procedure explained in Appendix 5 of the Operator Manual 953-
0048.0

6.28 Drain out the left over DI water in the carboys, if any.

6.29 Install the i500 Plus - LIS Enabled Barcode Label Printer per the following procedure.

6.29.1 Connect the i500 Plus - LIS Enabled Barcode Label Printer to the USB port of the computer.
6.29.2 Connect the Power adapter of the i500 Plus - LIS Enabled Barcode Label Printer to the UPS
System*

* Wherever supplied.

6.29.3 Insert the i500 Plus - LIS Enabled Barcode Label Printer CD in the CD-ROM of the computer to
install the setup files.

6.29.4 Install the printer drivers available in the i500 Plus - LIS Enabled Barcode Label Printer CD

6.29.5 Restart the computer after the installation of drivers is complete.

6.29.6 Click “Barcode Labeler” icon on the desktop.
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6.29.7 Select i6000~ Automated Stainer from the list of products.

6.29.8 Click “Sync” to synchronize the Labeler with i6000~ Diagnhostics/Research system. Ensure that the
i6000~ system is turned ON while performing synchronization.

6.30 Train the customer’s key operator on the staining and diagnostic functions of the instrument.

6.31 Peel off the white backing from the Lamination Holder and stick it on Fab. Side Housing next to the
serial number label.

6.32 Insert the laminated Daily/Maintenance Scheduler in the Lamination Holder from the top.

6.33 Peel off the backing from the Business Cards Holder and stick it on Fab. Side Housing next to the
Lamination Holder.

6.34 Insert the Business Cards of the FSE/AS/Sales in the Business Cards Holder.

6.35 Fill out the Installation Checklist document 951-6124.1 and file copies of Checklist as mentioned in
Section 4.2.
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