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IMPORTANT:
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Read and understand all the safety and operation instructions contained in this manual before you
attempt to use this system.
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safe condition. BioGenex Laboratories, Inc. assumes no liability for the user’s failure to comply with those safety
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NanoVIP® Software Version 2.0

Overview of the NanoVIP® InVitro DiagnosticsAutomated Staining System

Liquid Carboys
Buffers

_____________

BioGenex NanoVIP® Automated Staining System is an array of reliable and efficient equipment that robotically
executes any slide-based staining protocol with excellent consistency and accuracy. It precisely controls and
regulates the temperature of 10 slides individually in a single run.

In this manual, the entire combination of the NanoVIP® workstation, the Laptop, and the bulk fluids are referred
to as “BioGenex NanoVIP® System”, or simply “the system”.

The mechanical mainframe that directly performs automated staining is referred to as “NanoVIP® workstation”,
or simply “the workstation”, and “the instrument.”



Checklist of Nano VIP®Automated Slide Staining System with Accessories

Description of Item

Part Number

1 Slide Rack 6520-30759 1
2 Coverslip Stack 18 X 18 6520-37981 2
3 Coverslip Stack 25 X 25 6520-37980 2
4 Coverslip Stack 25 X 40 6520-60348 2
5 | Coverslips 18 X 18 XT121-YBX 1 Box
6 Coverslips 25 X 25 XT122-90X 1 Box
7 Coverslips 25 X 40 XT118 1 Box
8 Slide 18X18 XT128-SL 1 Box
9 Slide 25 X 25 XT108-SL 1 Box
10 Slide 25 X 40 XT134-SL 1 Box
11 Pipette tips small 200pl XT146-01X 1 Box
12 Tray-Cover Slip Disposal 6520-40811 1
13 Waste Carboy 6520-37988 1
14 Tip disposal tray 6520-17835 1
15 Waste Carboy Tube 4460-02508 5 feet
16 Assy.24 Vial tray 6520-60234 1
17 Funnel 4300-41020 2
18 Laptop and charger 4270-00147 1
19 Laptop Communication cord 4270-04127 2
20 Instrument Installation Check List-Nano VIP 951-6168.1 1
21 Bull’s Eye 6520-04116 1
22 Nylon tie cable 200 mm 4508-10005 5
23 Oil Bottle cap removal-Wrench 6520-10059 1
24 10 ml Vials 6520-41714 6
o5 One line item from the following list,
depending on the country of destination
25.a | Power Cord for China 1650-02985 2
25.b | Power Cord, G, 10A/250V, Italy 1650-02965 2
25.c | Power Cord, K, 10A/250V, UK 1650-02966 2
25.d | Power Cord, C, 10A/250V, Europe 1650-02967 2
25.e | Power Cord, E, 10A/250V, Australia 1650-02968 2
25.f | Power Cord, A, 10A/125V, USA 1650-02970 2
25.9  Power Cord, H, 10A/250V, Israel 1650-02971 2
25.h i Power Cord, B, 12A/125V, Japan 1650-02972 2
25.i | Power Cord, I, 10A/250V, India/South Africa 1650-02973 1




25.) . Power Cord, F, 10A/250V, Denmark 1650-02974 2
25.k | Power Cord, D, Switzerland 1650-02977 2
26 Power Cord Adapter, C14 to C5-10A, 250V 1650-10011 1
27 FAB, OIL NEEDLE BASE 6520-41199 1
28 ASSY HEATER WIRING 4501-17812 2
* To be procured locally
NOTE:

1. There are no user serviceable parts in the NanoVIP® system. When any service is needed, please consult BioGenex
Laboratories, Inc. at 1-800-421-4149 (for USA and Canada only)

For support outside USA and Canada, please contact your local distributor.

2. To order consumables or reagents; please contact BioGenex Laboratories, Inc. For detailed contact information, see

page

5 of this manual.

3. One line item from the following power cord list (Iltem# 28a to28k, depending on the country of

destination).
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Section 1
Introduction To NanoVIP®

INTRODUCTION TO NANO VIP®

1.1. INTENDED USE

NanoVIP®Automated Slide Staining System is CE-1VD for research use only. It is suitable for IHC, Fluorescent
In-Situ hybridization (FISH),ISH

The NanoVIP® System must be used and handled by skilled and trained personnel. All personnel who will be
using the system must be trained. Failure to comply could result in damage to the instrument and injury to the
user. NanoVIP is easy to install and configure to initiate the runs Its Plug and play type of instrument for ease of
use.

A qualified pathologist must interpret the results. This system does not provide clinical interpretation of any assay
based processed staining results. Such interpretation is solely the responsibility of the user.

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

WORK PRINCIPLES OF THE WORKSTATION

The workstation has an XYZ robotic arm.

The integrated multi-functional Z-Head rinses slide after each incubation and blows excess buffer from the slides at
the end of each wash step. The system regulates the incubation time and temperature of the slide(s) and controls
evaporation by covering the specimen with cover slips in the steps involving micro reagents.

The Laptop is for running the NanoVIP® system, and should not be used for any other purposes.
TRANSPORTATION AND STORAGE OF THE WORKSTATION

New workstation(s) may be transported on any commercial vehicle suitable for the purpose, with adequate

protective packaging provided by the original shipping crate. If the workstation is to be stored for an extended

period of time, the original shipping crate must be used. The storage environment should be indoors, dry and
protected from freezing temperatures-30°C to + 60°C, insects and rodents.

1.2. INSTRUMENT SPECIFICATIONS

Specifications

10 slides (1 removable slide carriers; 10 slides

Total Slide Capacity per carrier)

1 Reagent Tray

Reagent capacity 24 vials (IHC/ISH/FISH)

Reagent Vial capacity 10ml

® Nano VIP Operators Manual | 1
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Reagent dispense Volumes

10-180p! (IHC/ISH/FISH)

Reagent Dispenser

Standard 200ul disposable tips

Pipette Tip Trays

Two 96-tip disposable tray for 200pl tips

Slide Temperature

25°C to 105°C (77°F-221°F)
Each slide individually temperature controlled

Places and removes individual coverslips.
Integrated coverslip holder for:

Integrated Cover-slipper = 18x18mm
= 25x25mm
= 25x40 mm

Evaporation Control Oil sealing

Specifications

Bulk Fluids

5 different wash Buffers

Staining Operation

Multiple protocol for all 10 slides with single
slide pattern

Weight

106Lb/48Kg.

Electrical Specifications

110V 60Hz ; 230V 50HZ (380W)

Ambient Operating Temperature

15-30°C (59-86°F)
Humidity 15%-55% RH

Depth: 53 cm/21"

pimensions Width: 79 cm/31"
Height: 53 cm/21"
Software BioGenex software

Microsoft® Windows 10 10T (1809 build)

® Nano VIP Operators Manual | 2



Section 2
Safety Precautions

2.1.

SAFETY PRECAUTIONS

The following general precautions must be observed during all phases of operation, service, and repair of this automated staining
system. Failure to comply with these precautions or with specific warnings elsewhere in this manual violates the safety standards
of the design, manufacturing, and intended use of this system. BioGenex assumes no liability for the user’s failure to comply with
these requirements.

PRECAUTIONS AND WARNING

NanoVIP®Staining System 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.

Vi.

Vil.

viil.

Xi.

Xil.

Xiii.
Xiv.

XV.

DO NOT operates the system in an environment where flammable vapors are present. Operating AC-line-powered
equipment in such an environment may cause an explosion.

When replacing fuses on the system, make sure that the correct fuse is used. Using the wrong fuse may lead to fire or

instrument failure.
Fusze type: MDA10, 250V
Warning: for contnued protection
egainst fire hazard, replace only
with same type and rating of fuse.

The AC-line cord provided with the staining system is intended to ground the chassis to help prevent shock and injury to
lab staff. NanoVIP® meets all national and local electrical codes, which 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.

Be aware that during or shortly after a high temperature step on the workstation, touching the hot Heater Top(s) may
cause burns.

Use of NanoVIP® requires the use of hazardous chemicals. Please refer to the reagent manufacturer’s instructions and
be sure to follow all applicable regulations for the use, handling, storage, and disposal of any hazardous chemicals.

Appropriate safety precautions should be exercised to protect instrument operators from the risk of biological hazards.
At a minimum, gloves should be worn during the operation of the instrument. Gloves, however, may not be sufficient
personal protection in all cases. It is the operator’s responsibility to confirm with their safety officer what precautions
are required.

Liquids used on NanoVIP®system may present a slip hazard if spilled on the floor. Please ensure that all the bulk fluidics
and waste containers are placed in a secondary containment.

Liquid waste produced from running the NanoVIP® system can be hazardous and should be disposed of properly as per
the local regulations.

Excessive jarring of the workstation while the housing is open may cause the housing to close unexpectedly.

Test for ground continuity between the system chassis and adjacent equipment or metal plumbing to ensure that the user
will not become a conductor between power ground and building ground. Never tamper with the 3-pin power plug. A
GFI AC plug receptacle is highly recommended

Do not service the system while power is ON. Refer all servicing to a qualified Service Staff or Technician.

Accessing the work platform of the WORK STATION while the robotic arm is in motion may cause bodily injury.
Ensure that the run is paused prior to accessing the work platform. The WORKSTATION is equipped with a door switch
which, when open, will stop the movement of the robotic arm.

Lid should be always in closed condition during run mode.
During run mode lid should not be opened under UV light.

To unlock carboy tray, press latch on either sides and pull gently.
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xvi.  Check flow of liquid waste before starting the run. Empty waste carboy before starting each run.
xvii. The operator shall be trained and received adequate training in carrying out the procedures in the safest possible manner.

xviii. This symbol identifies the location of hot surface area

CAUTION

Hot Surface Inside

xix.  This symbol identifies sharp point location.

[N

xX.  This label gives caution about closing the lid.

CAUTION!
TO AVOID RISK OF PHYSICAL INJURY & DAMAGE
TO THE SYSTEM, USE CAUTION WHEN LOWERING
THE COVER! DO NOT RELEASE COVER UNTIL
SEATED COMPLETELY IN ITS CLOSED STATE!

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

xxii. This symbol alerts the user that infectious or biological hazardous materials may be present in the instrument and the
appropriate precautions must be followed before handling the contents of the instrument or disposing of waste materials.

xxiii. This label gives caution before opening the lid.

Warning :

Moving parts. Do Not
open lid while unit is
in operation.

2.2. DISCLAIMER REGARDING STAINING RESULTS
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Safety Precautions

Nano VIP® fully-Automated Slide Staining System is used for ResearchUse only as specified in this manual and for
appropriate user-defined purposes. Any other use is prohibited.
Interpretation of any staining results from the operation of the system is solely the responsibility of the user.

2.3. PRECAUTIONS REGARDING BI10-HAZARDOUS MATERIALS AND WASTE

DO NOT dispose of hazardous waste down the sink, sanitary sewer, a rainwater runoff or storm drain. Dispose in
accordance with local, state and federal regulations. Should the waste carboy become unusable, it too must be disposed-off
appropriately.

Any business or industrial facility, including research and academic laboratories, that generate hazardous waste are required
to comply with EPA hazardous waste regulations that are contained in Title 40 Code of Federal Regulations (CFR) Parts
190-399. It is ultimately the responsibility of the end user of NanoVIP® to determine whether the waste is hazardous or
not.

For the purpose of the above disclaimer, bio-hazardous waste is broadly defined as all biologically contaminated waste that
could have the potential to cause harm to humans, domestic or wild animals, or plants. Specific examples of bio-hazardous
waste include human/human tissues, blood, or fluids; cell cultures; or human/animal tissues containing infectious agents or
recombinant DNA.

Federal and state laws stipulate that each individual who generates hazardous waste is personally liable and is responsible
for assuring compliance with regulations and proper hazardous waste management. Please contact your Biological Safety
Management Office to obtain full information on your respective procedures to ensure precautions when handling
biohazard materials and all bio-hazardous waste generated on this instrument
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Section 3
On Site Installation

ON-SITE INSTALLATION

3.1 INSTALLATION REQUIREMENTS

i.

il.

INSTALLATION PERSONNEL

A BioGenex representative or an authorized technician will install the NanoVIP® instrument. All required
assembly and connections will be performed at the time of installation.

INSTALLATION SITE

The installation site must provide adequate access, ventilation and power for the NanoVIP® instrument.
These requirements are specified below and in other locations of this manual. If in the future it becomes

necessary to move the NanoVIP® instrument to another location the following requirements must be
considered:

a. Locate the NanoVIP® instrument within three (3) feet of a suitable grounded electrical outlet.

b. The NanoVIP® instrument shall be located on a test bench in the laboratoryby giving support from
the bottom of the instrument.

NOTE:
0 The Nano VIP® is not routinely turned ON and OFF by using the main power switch. The instrument

and computer can be turned ON and OFF independently.

3.2 OVERVIEW OF THE SYSTEM

Lid
Gantry
Slide Block
Z-Head
Coverslip
Stacks
Emergency
Stop Button
Buffer carboy
Cover slip

Disposable Tray

Pippette Tip

Oil Reservoir Buffer carboy tray

Disposal Tray
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3.3  INSTALLATION OF PORT
The USB A connector from the instrument should be inserted in the appropriate port as shown in the figure.

NOTE:
e Change in port will lead to malfunction.

o Do not use storage devices at any time in the laptop.

FIGURE 1 LAPTOP FIGURE 1 PORT TO BE INSTALLED

3.4 INSTALLATION OF OIL RESERVOIR:
1. Using Phillip screw driver, remove the front part of Z-head cover.

o 1
4_l_—_; Remove indicated

1
I 6screws

FIGURE 2 REMOVING Z HEAD COVER
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_____________

FIGURE 3 INSIDE VIEW

2. Remove the bottle inserted by moving anti-clockwise to open with help of Qil bottle removing tool(6520-10059)
from cap.

E Oil Bottle

| Removing &>

| Tool (6520- e

| 10059) i Oil Tube |

B i inside
oil
bottle i

3. Insert the pressure tube to the oil bottle and rotate the bottle clockwise to fix it in the position.
4. Close the z-head with the cover.

3.4 INSTALLATION OF BUFFER CARBOYS TO THE LIQUID PANEL.

There are five (5) pairs of sockets in Carboy Tray. Each pair consists of two connector’s one tubing as inlet and other (Figure
4) as outlet for peristaltic pump. When connecting carboy in the Carboy tray, make sure to match the position of the carboy
with the color of the peristaltic pump mounted in the Carboy Tray.
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Outlet tubing

l Inlet tubing |

FIGURE 4: CARBOY TRAY IN THE INSTRUMENT

To install Carboys:

1. The first step is to place the carboys in the carboy tray and lock the quick connectors.
2. Insert Carboys according to peristaltic pump color into the appropriate position as shown in Figure .

FIGURE 8 PLACING CARBOYS
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FIGURE 9: CARBOY TRAY IN THE INSTRUMENT WITH CARBOYS

3. Connect the Quick connectors as shown in Figure 5.

FIGURE 5CONNECTING QUICK CONNECTORS

4. Fix the carboy locking bracket by knob screw as shown in Figure 6

it
| KNOB SCREW

-  —

FIGURE 6CARBOY FIXING BRACKET

5. Carboys can be refilled by removing the cap and using funnel as shown in Figure 7.
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FIGURE 7 REFILLING CARBOYS

6. Toremove Carboys for cleaning, pull the quick connectors as shown in Figure 8.

FIGURE 8 REMOVE CARBOYS

Please connect the Carboys as described in Table 1

Cwtogyy Ofler 17 Peristaltic Pump R O.f Internal Type Of External Color on
the Shelf (From Color Tubing for Tubin Carbo
Left to Right) - Peristaltic pump g y
Fluran F-5500A OR W .
DeWax Black Tube (1D 4mm) Black Viton Black
Alcohol White W Tube (ID 4mm) White Silicone White
DI Water Green W tube (ID 4mm) Clear Tygon Green
Buffer-1 Red W tube (ID 4mm) Clear Tygon Red
Buffer-2 Blue W tube (ID 4mm) Clear Tygon Blue

TABLE 1CONNECTION METHOD OF 6 CARBOYS TO INSTRUMENT

The complete set of carboys consists of five(5) Carboys (Figure 9): One 5L carboy is used for the waste generated, and five
(5) 1L Carboys for five(5) different bulk reagents. The colored peristaltic pumps in the panel are presented in this order:
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3.5

Black
White
Green
Red
Blue

The corresponding six (6) buffer carboys are labeled as:

DeWax(black)
Alcohol (white)
DI-Water (green)
Buffer-1 (red)
Buffer-2 (Blue)

Before attaching the buffer carboys, make sure the caps are secured tightly to the carboys.

VAN

WASTE CARBOY CONNECTION

FIGURE 9 SET OF 5 BUFFER CARBOYS

This symbol alerts the user that appropriate precautions must be followed when connecting carboys in the
instrument. Be sure to match the position of each carboy with the color of the corresponding peristaltic pump
when plugging in the connectors

When the waste tubing is connected to the waste carboy kept outside the instrument. Make sure that the waste tubing is fixed
firmly with a cable tie both at the instrument end as well as waste carboy end. Failure to do so may cause flooding inside and
near the instrument.
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|
el
Standard Ca _— '
- >
”
Spigot for
emptying the
< —  full carboy
FIGURE 10 WASTE CARBOY WITH TUBING FIGURE 11 WASTE CARBOY CAP FIXATION

Glossary

Definition/Description

Bulk Bottles Carboy for containing special liquids such as buffers, DI water, De-wax and Alcohol. A
complete set of buffer carboys for one (1) instrument consists of five (5) buffer carboys.

Coverslip There are two cover slip bases available in the instrument to hold 18 x18 mm,25X25 mm and

Mechanism 25x40mm cover slips stacks. There is one CS box of size (18x18 mm,25x25 mm& 25x40mm)

each with an instrument.

E-Stop Button

Emergency stop button, located in the front of the Nano VIP® Instrument.

Gantry

Moving mechanical stand to which the robotic arm is attached.

Housing & Cabinet

Metal hood that encloses the entire NanoVIP® instrument and its accessories. All buffer
carboys are fitted in the instrument. Waste carboy is kept outside the instrument.

Carboy Tray Carboy Tray is accessible from the front side of the instrument. The Carboy Tray is loaded with
five (5) carboys with quick connectors and peristaltic pumps with tubing.

Oil Bottle Oil bottle mounted on the robotic arm.

Oil Pen Slender Pen attached to the robotic arm. The Oil Pen applies oil around the slide barrier. The
size of the region bounded by oil is determined by the choice of Slide pattern and cover slip
size.

Robotic Arm XYZ robotic arm allowing tri-axial movement with a unique multifunctional staining head that

can wash and blow the slide(s). The Suction Cup and Oil Pen are mounted on the robotic arm.
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Slide Block The largest separated space on the processing platform inside the workstation. Only one Slide
Carrier is placed in this room, containing ten (10) Slide Holders. Therefore, it allows up to 10
slides to be processed per run.

Slide Carrier A long and rectangular compartment that holds ten (10) Slide Holders.
Slide Holder A rectangular compartment on a Slide Carrier.
Suction Cup Translucent rubber cup for picking up Coverslips from a Cover-Slip stack or from a slide. The

Suction Cup is attached to the lower back end of the Z-Head.

Waste Carboy One (1) carboy kept outside the instrument for collecting the waste from the instrument.

Waste Coverslip try | ABS Box that collects used Coverslips.

Pipette tip rack Rack that is used to stack the small Pipette tip (200 ul). And the capacity of that rack is 96
Pipette tips.

Pipette tip disposal Tray that is used to collect the used Pipette tips.
tray

Reagent vial tray Tray that is used to hold the reagent vials (24 Vial tray).
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4.1.

Step

411

LOADING CONSUMABLES

What to load?

Slide(s) with
specimen. Up to
10 Slides may
be loaded in a
single run.

STARTING THE SYSTEM

Where to load?

Slide Holders in
the Slide Carriers
in the Slide Block

a)

b)

d)

e)

How to load?

Lift the Slide Holder by
holding it on either side
within cutout provided. As
shown below.

N

\

4 N\
Caddl
Tilt up the open end of the
frame of the Slide Holder

with your fingers. As shown
below.

a x>
\
Cad
Insert a Slide into the
groove of the Slide Holder.
Be sure to place the frosted
end of the slide upwards and

tilt down the frame. As
shown below.

VA

Press the frame into place,
and push the Lock button
forward to lock slide.

Repeat the above steps to

load other slides into the
Slide Carrier as needed.

Precautions

Make sure the marked end, i.e.,
the end with the word
“BioGenex”, of the slide is
placed toward the rear of the
workstation when you load a
slide into the Slide Holder.

Ensure slide is loaded with
sample side up.

Load slide according to Slide
Map.
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4.1.2  Coverslip(s) Two (18X18mm | Load cover slips into coverslip = The Cover-Slip(s) should be
,25x25mm as per the below note. stacked and loaded in the
&25x40mm) . appropriate stack.

Coverslip stacks a).Press the _cover slip base
downward with one hand as

which aré  shown below.

available at the

left side of the .

. Cover slip base

work station.
b).Take the cover slips bunch
with another hand and place on
the cover slip base (while
placing CS bunch need to tilt, for
easy access to place).

4.1.3  Mineral Qil Mineral Oil a) Call Field Service to fill oil
Reservoir on reservoir.
robotic head L

b) Qil will last up to 3000
(approx.) oil sealing
operations.

414  Pipette tips Pipette tip tray Place all pipette tips in the a).Please use fresh pipette tips
available at the tray. and it should be supplied by the
right side top BioGenex. Otherwise result may
corner of the work vary.
station

b).Ensure continuity while
placing pipette tips in the tray.

415 | Reagent Vials Reagent Vial tray Insert vials in 24 vial tray, a).All vials need to be in same
available at the no of vials depends onthe  direction. As shown in the fig
right side bottom _requireme_nt& ensure _all which is in side column.

inserted vials filled with
corner of the work required reagents. .
station. b). Ensure all cap need to be in
<\ open and it is fixed to vial as
Sk shown in fig.
c Cap fixing location
-~
A

Note: Expiry date for these consumables is NOT APPLICABLE as they are supplied separately.
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4.2

STARTING THE SYSTEM

4.2.1,
Log On (Figure

4.2.1b) 4.2.1c). Select the <Nano
Turn ON VIP> icon to launch the
workstation loain window

4.2.1d).
4.2.1a) Turn ONLaptop

Enter user id and
nassword

4.2.2. Select <Run NanoVIP
Application>among the 4 options
in <Selection Window> (Figure ' *)

4.2.3. Place Slides onto the
Slide Holder (Figure )

4.2.33)

Click onatarget slide inthe<Staining
System>window. Select desired protocol. Click
on Edit to edit the protocol parameters in
PROTOCOL EDITOR Window. Start the Run.
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NOTE:
0 1. The instrument supports multiple protocols for all 10 slides with in a run.
2. The user is suggested to use all consumables from BioGenex. Failure to use correct

consumables may cause system failure.

UserlD: oD Administrator v

iyl

Language : English =

Password : I

[Log On >>] [ Cancel ]

Enter User ID and Password to sign in

FIGURE 12ENTER USERNAME & PASSWORD IN THE <LOG ON> wWINDOW. (SEE STEP 4.2.1(D))
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Selection Window

Welcome Administrator!
(Thursday, April 04, 2019)

r N
Launch Nano VIP application
For IHC ISH and FISH. eetll— Run Nano VIP Application

Run System Configuration

Run Reports

Exit the Application

X BioGenex__

FIGURE 13<SELECTION WINDOW> OFFERS FOUR OPTIONS. SELECT THE <RUN> OPTION

FIGURE 14 SLIDES PLACED ON SLIDE HOLDER
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NanoVIP - Staining System

NanoVIP [ o,

Administrator

|¥\> Edit v”* sort | elly Somuous | 1 pause j) Help

Start Time - Not Started

N/A
|EstEndTime :

Click and highlight a Slide in the map above and load a protocol into the slide using Edit
menu or Context menu options. You may alzo double click on a Slide to select a protocol from
the list. Once programmed. click on "Start’ button to start the process.

X BioGenex Make sure all slide pattem to be selected as "Only One Pattem™

FIGURE 15:< SLIDE EDITOR> WINDOW

NanoVIP - Staining System™*

1=}

o

@a
1

N a noV| P [é]' Operation §\> Edit v”ﬂ Start d) Co--.tg;;?_ls ! I I - j) o

M
Administrator
1 AX_TMP |2 3 4 5 G T & 9 10
IHC PROTOCOI
Start Time - Net Started
BAKING
N/A Not Started
Fst End Time -
25x 40

Click and highlight a Slide in the map above and load a protocol inte the slide using Edit
menu or Context menu options. You may also double click on a Slide to select a protocol from
the list. Once programmed. click on "Start” button to start the process.

X BioGenex Make sure all slide pattem to be selected as "Only One Pattem”

FIGURE 16 STARTING THE RUN AFTER SELECTING PROTOCOL
(FOR DETAILED PROCEDURE REFER TO SECTION 6 BUILDING AND INSERTING PROTOCOL)
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CONFIGURATION SETTINGS

To properly manage a run, and to accurately collect information about the run, a series of configuration settings must be set by the
Administrator prior to executing the staining run. There are three (3) items within the Configuration module, which will be
explained in this section.

5.1 MAINTAINING USER PROFILE
When the NanoVIP® system is started for the first time, an authorized Administrator will be the only person who can access
the software and operate the system. Any other user, who expects to operate the system, must have his/her profile added into
the system beforehand by the authorized Administrator via the <User Manager> window (Figure 19).

To access the <User Manager> window, follow the steps explained below:

1. Select < Run System Configuration > from <Selection Window> (Figure 13)

2. The <System Configuration & Calibration> window appears.

NanoVIP - System Configuration & Calibration

File

Welcome to

NanoVIP

The Most Advanced
Fully Automated System

Welcome to the NanoVIP - System Configuration & Calibration window.
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FIGURE 17<NANO VIP®> SYSTEM CONFIGURATION AND CALIBRATION

3. Click on the <configuration> option and select <User Manager> from the dropdown menu.

NanoVIP - System Configuration & Calibration

Configuration

User Manager... -

Specimen Names...

Physician Names...

The Most Advanced
Fully Automated System

‘Welcome to the NanoVIP - System Configuration & Calbrabon window.

FIGURE 18: DROPDOWN MENU FOR USER MANAGER
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4. The <User Manager> window will appear.

User Manager

I.&dministrator

Select a User from the List to Modify User Profiles You can also
Delete a User or Create new Users in this screen.

=

r— Uzer Profile

*UserlD: IAdministrator
Language : IEninsh vl

Medify ColorScheme

*First Narne: IQQ
* Last Marme: IQQ

Change Pa

r Uzer Aoce

€ Allow Protocols from List

€ allow Factory User Protocols
& allow All Fackory and Factory Uszer Protocols

0 Allow Al User Defined Protocols

Delete User ][ Save Changes ][ Cancel Changes ]

FIGURE 19:<USeR MANAGER>WINDOW

In the <User Manager> window, the Administrator can create, modify, or delete a user profile. Related items are User ID,
Password, and desired language (the current system supports English only). The Administrator may also limit the protocol

type(s) for a user account.

The password may be changed by entering new password in the New Password text box <User Manager> window.

e Click the <Change Password> button. This saves the password changes
e Click the <Save changes> button. This saves the changes

e Click the <Cancel> button. This cancels the previous profile changes

e Click the <Delete User> button. This deletes the user profile.
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NanoVIP - System Configuration & Calibration
User Manager
E I.-'i‘«dministratnr j ip
Select a User from the List to Modify User Profiles_You can also v

Delete a User or Create new Users in this screen.

— zer Profile
h *Uzer ID: I.-'-‘«dminiatratu:ur * First Mame: IEIEI
Language : |English ;I * Last Name: IEIEI
[ Modify ColorScheme ] E'Crhange Password \]
N\ 7
Change Password
| dzer Access
= Allo
& Allo Current Pagsword;
% g ] £ Allo MHew Password: Ixxxxmx
T i Allo Confirn Pazsword; I ““““““““ ]
S —_— 7 N
~
WWelcony = =

L e - —

< rd —~
Delete User ][ l\’Save Changes ]t Céncel Changes},

-
oy - ~ -

FIGURE 20 CHANGING PASSWORD <USER MANAGER> WINDOW

NOTE:
0 The password may also be changed by using the drop-down menu from the <Edit> bar in the
<NanoVIP: Staining System> window.

i Select the <Change Password> option from the <Edit> drop-down menu.
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NanoVIP - Staining System

. "4 . . Continuous / o °
N a n OV| P Operation 4 Edit Start d) Stat I I Pause y Help
D
Administrator é"n Cut Ctrl+
1 2 . _ 7 8 9 10
Co
Start Time - Not Started E .
N/A
EstEndTime - 4 Se
w0
Edit Protocol Database... e map above and load a protocol into the slide using Edit
i may also double click on a Slide to select a protocol from
Edit Reagent Database... med, click on "Start’ button to start the process.
Change Password...
X BioGenex Make sure all slide pattern to be selected as "Only One Pattem™
L F

Figure 21 Changing Password from Edit dropdown menu on < NanoVIP®: Staining System> window.

ii. The <Change Password> box appears and changes may be made.

Change Password

Cusrent Password: [I

New Password: I

Confirm Password: I

[ ] [ Cancel ]

FIGURE 22<CHANGE PASSWORD> WINDOW

NanoVIP® permits the selection of different colors, to identify different types of objects in the system, such as ‘Caption Bar’

and ‘Caption Text’, or to identify different status of the same object such as ‘Slide-Heat’, ‘Slide-Cool’ and ‘Slide-Pause’.
This rich color scheme helps the user to recognize and distinguish different objects correctly and easily in the course of a run.
Once the required information is entered, click on the <Save Changes>button to save the input to the user database.
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5.2

SPECIMEN NAME
Selection
& -

Specimen

Run System . Assay Selection
Configuration IHC or FISH

Xmatrx— System

Configuration &
Calibration Window

e Configuration <_'

Entry form P
Window

FLOWCHART 1 PATH TO <SPECIMEN ENTRY FORM> WINDOW

Specimen names can be added to the system using the <Specimen Entry Form> window. To open the <Specimen Entry
Form> window: (Refer to the flowchart above)

From the < NanoVIP® System Configuration & Calibration> window (Figure 17), select <Specimen Names> in the
drop-down menu under the <Configuration> tab (Figure 23). The <Specimen Entry Form> window (Figure 24) will
appear.

NanoVIP - System Configuration & Calibration

User Manager...

Specimen Names...

Physician Names...

The Most Advanced
Fully Automated System

‘welcome to the NanoVIP - System Configuration & Calibration window.

Figure 23< Nano VIP® System Configuration & Calibration> window
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Mame :

Specimen Entry Form

Rl

oA

5.3

FIGURE 24<SPECIMEN ENTRY FORM> WINDOW

To add a specimen name:
1. Type in a specimen name into the <Name> field. Specimen name field has a limit of 20 characters
2. Select <Add>.
3. The name will be listed in the name box below the <Name> field of the <Specimen Entry Form> window.
4. Select <Done> to close the window.
To delete a specimen name:
1. Click to highlight the target name in the name box of the window
2. Select <Delete>. The name will disappear.
3. Select <Done>to close the window.

Any slide-specific data entered via the <Specimen Entry Form> window in the system will be accessible in the
<Slide Editor> window (Figure 15).

BUFFER LINES

Among the five (5) buffer carboy connectors on the Liquid Panel of the workstation, three (3) of the five(5) are usually
designated for DeWax, DI water and Alcohol, while the other two (2) buffer connectors are designated as wash buffers
depending on the application requirement.

The description of buffer that passes through a particular liquid connector and its corresponding buffer line is set by default
and cannot be changed. While refilling the buffer carboys, the operator has to be careful not to change the sequence (Refer to
Section 3), as it will lead to erroneous results.
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BUILDING AND INSERTING PROTOCOL

6.1. PRoOTOCOL

6.1.1.

PROTOCOL TYPES.

There are three (3) types of protocols available in any staining run.

Factory Template Protocol

Factory-User Protocol

User Protocol

This is template protocol provided by company, which needs to be modified as
per the requirement by User. This can be saved as Factory-User Protocol or
User Protocol.

Derived protocol by editing allowed parameters in a Factory Protocol. Factory
Protocol is partially editable and can be reverted to the original Factory settings
in editor window. These protocols can only be edited and reverted by the
Administrator

A new or copied protocol created by any user is saved as User protocol, for
which the operations and steps are taken from Factory template and user can
modify existing individual parameters independently or create new steps as
required.

6.1.2. SLIDE PATTERNS AVAILABLE

6.1.3.

Full test area 25 x40 mm
Half test area 25 x 25 mm
One third test area 18 x 18 mm

From these options one pattern can be selected at a time for one Run, two patterns cannot be used in single run.

18 X 18 mm pattern is recommended for FISH Protocols.

25 X 25 mm pattern is recommended for ISH Protocols

25 X 40 mm pattern is recommended for IHC Protocols

STAINING STEPS

On the NanoVIP® system,

Blow
Incubate
Wash Slide

Apply Oil

Apply Coverslip
Remove Coverslip

Heat Slide

any staining protocol is a combination of part or all of the following basic staining steps:

: Blows a jet of air over the slide to remove the liquid from the slide.
: Allows the reagent to stay on the target slide(s) for a specified period of time.
: Allows buffer to be dispensed onto the particular slide(s) as per the applied protocol.

: Applies oil in the middle of double barrier of the slide and seals the four (4) edge lines of

a coverslip on the slide.

: Delivers a coverslip onto a slide position in the Slide Block.
: Removes a coverslip from the target slide and discards the used coverslip.

: Heats up or cools down a slide to the temperature level pre-set in the applied protocol, and

maintains the slide at the designated temperature for a specified time.
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Apply Micro Reagent: Uses a 200 ul pipette tip to apply probe in volume of 20-80 pl to a target slide.

Combination of staining steps is referred to as Operations in the NanoVIP® system. Combination of different
operations can be used to construct a protocol. An Operation can include only one (1) of the following steps:

=  Apply Reagent
= Apply Probe
The NanoVIP® system will not allow coverslip for any operation that contains an “Apply Reagent” step.

6.1.4. BUILDING PROTOCOLS
The FACTORY Protocols can be edited to a limited extent, which can then be saved as FACTORY_USER
Protocols. And a protocol can be created and saved as USER Protocol, which will not have any limit for changing
the parameters.

All these protocols can be seen in <Edit Protocols>Window.

Insert Protocol

Search Sting - [FISH PROTOCOL Fiter : [FISH PROTOCOL |

Descriptio
FISH PROTOCOL

FISH PROTOCOL FACTORY

< | n J »

[ New ][ Copy ][ Edit ][ ][ Cancel ][ Select ]

FIGURE 25<EDIT PROTOCOLS> WINDOW

6.2 USING FACTORY PROTOCOLS

6.2.1 INSERTING A FACTORY PROTOCOL
To insert a Factory Protocol

1. From the <Selection Window> select <Run> (Figure 13) to open the <Staining System> window (Figure 26).
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NanoVIP - Staining System

NanoVIP IE .

o =fr - Jo

Ackmitual vl or

1
Stant Time :  Hol Started

s il Tima -

FISH

X BioGenex__

2

Makon e ol gide pafiem to be selected as “Only One Patien”

3

4 5 L T £ 1] "

(leck: ared highlghl & Side i il map above and loed & prol ool nllo the shde useng bt
meerwy o Cooniteod. men opitions . You may alse doubde cick on a Side (o select o proleool {noes
tha st . Cnco prograsened, dick on “Sat' buiton to st the procoss,

FIGURE 26:<STAINING SYSTEM> WINDOW

2. Right Click on the slide position to open the <Select Protocol> window (Figure 27).

NanoVIP - Staining System !

NANOVIP [ o

Y

F Continuous [ .
%? Edit v”* Start ‘ ‘ Stat II Pause y Help

Administrator

Start Time - Not Started

N/A
EstEndTime -

FISH

X BioGenex_

Select Proto

col

Click and highlight a Slide in the map above and load a protecol into the slide using Edit
menu or Context menu options. You may also double click on a Slide to select a protocol from
the list. Once programmed. click on "Start’ button to start the process.

Make sure all slide pattem to be selected as "Only One Pattem™

FIGURE 27 STAINING SYSTEM SELECT PROTOCOL
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3. The < Edit Protocols > window (Figure 25) will appear.
4. Select the desired Protocol from the Protocol list and click on the <Select> button.

Insert Protocol

Search String : [FISH PROTOCOL Fiter : |FISH PROTOCOL -l

Descriptio
FISH PROTOCOL

FISH PROTOCOL FACTORY

< | " | »

- —

[ New ][ Copy ﬂ: _Ed_iti’\n ][ Cancel ][ Select ]

FIGURE 28 SELECT FACTORY PROTOCOL

5. Repeat the above steps for the other slide positions as needed.
6.3 EDITING PROTOCOLS

From Factory Protocols, only the Administrator can create Factory-User Protocols, and users can create User Protocols by
modifying the Factory Defined Protocols or newly created protocol.

1. From the <Edit Protocols> window (Figure 25), highlight Factory Protocol and select the <Edit> button (Figure
33).
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6.4

Insert Protocol

Search Sting : [FISH PROTOCOL Fiter: |FISH PROTOCOL -l
Description
FISH PROTOCOL FS_TMP FISH PROTOCOL FACTORY
FISH Protocol 2 FS_007 FISH PROTOCOL USER
« | ; m [ »
) WS N
[ New ][ Copy H Edit ;J[ ert ][ Cancel ][ Select ]

FIGURE 29<EDIT PROTOCOLS> WINDOW

2. The < Protocol Editor > window is displayed (Figure 31)

(For instructions on using the < Protocols Editor> window refer to Section 7: Using Protocol/Slide Editor

Windows)

CoPY AND CREATE A USER PROTOCOL

1. From the <Edit Protocol> window (Figure 25), select the desired protocol to copy and select the <Copy> button

(Figure 30) to open the < Protocol Editor> window (Figure 31).
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Insert Protocol
Number
FISH PROTOCOL FS_THMP
FISH Protocol 2 FS_007 FISH PROTOCOL USER
¢ 1] | »
New ] ~ Copy “[ Edit | Cancel Select

FIGURE 30<CoPY>OPTION ON INSERT PROTOCOL WINDOW

2. After completing the design of a new protocol, click on the <Save Protocol> button to save the copied protocol.

6.5 CREATE A NEW USER PROTOCOL FROM AN EXISTING PROTOCOL

1. From the <Edit Protocol> window (Figure 25), select the desired protocol and select the <Edit> button (Figure 29) to
open the <Protocol Editor> window (Figure 31).
(For instructions on using the <Protocol Editor> windows, refer to Section 7: Using Protocol/Slide Editor Windows.)
2. After completing the design of a new protocol, click on the <Save Protocol> button to save the copied protocol.

6.6 CREATE A NEw USER PROTOCOL FROM AN EXISTING PROTOCOL

1. From the <Edit Protocol> window (Figure 25), select the desired protocol and select the <Edit> button (Figure 29) to
open the <Protocol Editor> window (Figure 31).
(For instructions on using the <Protocol Editor> windows, refer to Section 7: Using Protocol/Slide Editor Windows.)
2. To save the Protocol, select <Save Protocol>. The Protocol can be retrieved later in the <Edit Protocol> window.
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USING PROTOCOL/SLIDE EDITOR WINDOWS
7.1  PrRoTocoL EDITOR WINDOW
A <Protocol Editor> window is will be displayed when Edit is clicked from <Edit protocol> or <insert protocol> window

(for details refer to Section 6: Building and inserting Protocol). There is only one type of editor window available. Editing a
protocol or slide in a <Protocol editor> window is explained in this section.

Protocol Editor
Protoea rfomaton
sscreton [FSHPROTOCOL pecims - n [sscEuzae)
Nurmber TMP f B -
. Pattern

Pref = i

refix S ,— A

Kit FISH PROTOCOL ( X %

Group

Index Descrption Vol Cat. Reagent Roply | Poply | Heat | Heat | incubate | Wash Court | Crtical | Pause
) Number Name 0i? CSip (C) | bhmm:ss) (hhmmss) Type Step? | After?
| »| Ethanol Wash No
»| Pretreatment No
*| Protease No
| Aging Operabon No
+[ Formaiin Firation No
+[ Fiobe Operstion No
| *| Stringency Wash No
Y[ DAPT No
((Expand ][ Collapse J(_tew Reagent | Print  )[ Hew Swep ][ WoveUs ][ Copy Step ][ Save Protocol | [ Cancel |
0 <] Avply Vol jents ) Delete Step ) J(“Paste step )

FIGURE 31< PROTOCOL EDITOR>WINDOW

7.2 LAYOUT OF <PROTOCOL EDITOR> WINDOW
7.2.1 PROTOCOL INFORMATION.

Upper left area of the editor window contains information about the current protocol.

The <Description>, <Number>, <Kit>, and <Group> fields are automatically filled with relevant information
when the window opens. All information in these fields cannot be edited by directly working in these fields.

e A protocol number is automatically generated for a new protocol. It can be changed to any four (4)
digit number.

e  The description field is blank and must be filled out before the window is closed.

 Protocal Information

Description |FI SHA

*umnber oo7

Prifis IFS_

Kit |FISH PROTOCOL
Giroup JUSER

FIGURE 32PROTOCOL INFORMATION AREA
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7.2.2 SLIDE I

NFORMATION AREA

Upper Right area of the window contains information about slide being processed. The Slide Information area

(Figure 3
Once pro

4) is open for changes only when working in the <Protocol Editor> window, after selecting a protocol.
tocol is selected, right click on slide, select <Edit Slide> option from dropdown menu.

NanoVIP - Staining System™

NanoVIP

Administrator

II Pause

Operation % Edit ‘* Start ‘ ‘!)Co--.t;::ms I

Start Time : Not Started

N/A
EstEndTime -

1 F5_TMP 2 3 4 5 13 7 a8 9 10
FIZH PROTOCG

Pretreatmen
Mot Started

Edit Slide

18/mm Delete Slide

Copy Slide

FISH

X BioGenex__

Cut Slide

Save as Protocol

ick and highlight a Slide in the map above and load a protocol into the slide using Edit
menu or Context menu options. You may also double click on a Slide to zelect a protocol from
the list . Once programmed, click on "Start’ button to start the process.

Make sure all slide pattemn to be selected as "Only One Pattemn™

FIGURE 33<EDIT SLIDE> OPTION AFTER SELECTING PROTOCOL

Slide Editor

Slide Information

Specimen Type j‘ Pretw/ash INO Wash 'l

Physician Mame vl

Pattem
Patient |0 I
Casze Number I

L]

FIGURE 34<SLIDE INFORMATION AREA>

<Specimen Type>setting can be selected by clicking on the arrow to activate the drop-down menu. In
order to have this setting available, the specimen types must be entered in advance by an Administrator
from the configuration module (see Section 5.2 Specimen Name).

If desired, the <Case Number> may be entered in the appropriate field.

Slide Pattern can be selected from given three options.

7.2.3 PROTOCOL
This area contains the operations and steps of the protocol.

An operation and its Steps can be viewed and closed using Expand and Collapse Command buttons at the
bottom.
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e Steps and its parameters can be edited, added, deleted, copied as per the requirement and saved by clicking
on <Save Protocol> command at the bottom.

7.2.4 COMMANDS

The bottom area contains buttons for giving commands like

Expand : Expands all operations and shows detailed information of each step.

Collapse : Closes all details and returns back to view of Major steps in a protocol.

New step : For Creating New Step

Delete Step : For Deleting Step

Move up and Move down : Can be used to move across the steps of a protocol.

Copy Step and Paste Step : Allows copying and pasting selected steps

Save . Saves the protocol with changes made as <FACTORY_USER >or
<USER >

Cancel : Cancels the changes made in protocol.

Print : Enables printing of protocol.
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EXECUTING A RUN

8.1.1 Preparation
for a Staining Run

a) b) c)
Check the connections of Ensure 5 buffer carboys are filled with Select Protocols or Create
the 6 buffer carboys (see sufficient volumes of solutions, and empty New Protocols for run (see
Sec. 3) the waste carbov. Sec.6 &7)

8.1.2
Start the run in <Staining
System> window.

a) b) c) d)
Click <Start> in Select desired solutions in Click<Start priming> in<Prime Click<Close> in <Prime Solutions>
<Staining System>to <Prime Solutions>box. Solutions>boxafter your selections. Or, box when priming is done, or
initiate a run. click <Close> to bvpass primina. click<Start Primina> if needed.

f) e)
After getting confirmation from the user that the reagent is Watch the progress of the run. There is real-time information
dispensed properly the next step will be continued. on every slide under processing of the Slide Map.

An alarm will sound and a text message will be displayed to A Message will popup to notify the user about the type &
notify the user when the run is completed, or when there is an Amount of reagent or Probe to be dispensed on the slide
error messaae on the screen.

8.1.4
Close the
staining run.

[ |
i) Click on <Print Reports> | p) Print report(s) via <Welcome to Reports Module>or
bar click <Cancel>

Select optionin S : : : icati i
o P e i) Click on <Save b) Move slides to save list, click <Save & ¢) Goto Appl'lcatlorl> L
S SRR Slides as Protocols> Close> in <Save Slides as Protocols> aiii <Selection Window>
successfully > box to quit the application.

b) Click <OK> in <Completed>

iii) Click on <Close> bar. .
Notice box

The End
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8.1

8.2

PREPARATION FOR EXECUTING RUN

The user must ensure that all preparation steps are completed, such as programming protocols and editing slides for the new
run. Confirm that all the required buffer Carboys are filled with sufficient volume of appropriate solutions and Coverslip
stack with sufficient number of cover-slips. Ensure the waste carboy is empty. (Refer to Section 3: On-Site Installation).

The <Staining System> window is the main interface for building protocols and applying slide settings.

Prior to starting a staining run, the operator should re-verify the following:
1. Correct protocol with the right coverslip pattern is chosen for each slide loaded on NanoVIP® instrument.
2. Buffer Carboy levels are sufficient for the run

3. Coverslip Stack with sufficient Coverslips.

INITIATING A STAINING RUN
1. Select <Start> in the <Staining System> window. (Figure 16)

2. The <Load Consumables>window (Figure 35) will appear in order to confirm all the loaded consumables, after

confirming click “check all” and then “Proceed”.

Load Consumables

Please 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.

I Werify that the Small Pipette Tips needed for the run are loaded.

¥ “eiify that the Coverslipz needed for the run are loaded.

V¥ “eiify that all the Buffer Carboys needed for the Fun are connected to the instrument.,
[ “erify that the Pipette Waste disposal Tray is Empty

¥ “eiify that the Coverslip ‘W aste dispozal Tray iz Emply

V¥ “erify that the 'Waste Carboy is Emphy.

[ Checkal | [ Proceed |

— Select small pipette Pozition
™ Start with back box
£ Start with front box

£ Start from the last uzed position

FIGURE 35LOAD CONSUMABLES SCREEN
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3. The<Prime Solutions> window (Figure 36) will appear in order to select the solution(s) that need to be primed.
To Prime Solutions is one of the important steps in a run. In solution priming, air gaps, if any, are removed in the
tubing and nozzles connected to buffer carboys thus making it ready to dispense exact amount of solution as fed in the
protocol. This avoids erroneous results due to insufficient dispensing of solutions.
Buffer carboys can be primed before selecting a protocol also (For detailed information see section 11.2 Prime
Solutions)

Prime Solutions

[~ DI'water [Green)
[T &lcohal Mwhite)

[~ Buffer Solutions

% THHCASH [Red)

7 1455C [Blue)

[ Start priming ] [ Close ]

Prime Solutions

Prime for IE_ TECE

W xDewax [Black)

[v Dl'water [Green)
¥ dlcohal fadhite]
[T T#IHCASH (Red)

V' 1%55C [Blue)

‘ Prime Solutions...

[ Start priming ] [ Close

FIGURE 36PRIME SOLUTIONS SCREEN

4. Buffer lines that are required for the new run will be automatically selected.
5. Here priming is automated function.
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8.3

Select <Start Priming>. The workstation will start priming.
If priming is not required, select <Close> to bypass and the staining run will start.

At the end of priming, the <Prime Again> button will become active.

© 0o N o

If any of the buffer lines has not been primed sufficiently, select < Prime Again> to re-prime solution(s). Or select
<Close> to proceed to the next step. The <Prime Solutions> window will close.

10. The actual staining process will begin. When the process is completed, an alarm will sound.

11. When the staining run is completed, the <Run Completed successfully> dialog box (Figure 37) will appear for

further action.

Run Completed Successfully
Run Completed On:  |[7/30/2018 at 11:40:49
-~ Time Elapsed - -
[ Print Reports ]
Days: =
b} [ Save Slides as Protocols ]
Time - 00:00:20
[ Close ]
Run Completed

FIGURE 37<RUN COMPLETED SUCCESSFULLY> WINDOW

12. Once the run is completed successfully, the user may:
i. <Print Reports>of the run (refer to Section 9: Generating Reports for printing operation details)

ii. <Close> the run.
<Save Slides as Protocols>Window

13. If the user selects <Close>, a <Completed> dialog box appears (Figure 38).

Completed

' Run Completed successfully. To print reports for this
. run, select Reports module from the applicati

selection window.,

FIGURE 38<COMPLETED> CONFIRMATION BoXx

14. Select <OK> to close the box and the <Exit the Application> bar to exit the subsequent <Selection Window>. The
operation is now complete.

MONITORING A RUN
Real time information of a staining run may be viewed in the <Staining System> window. The slide map in the window

always presents the real time information for each slide being processed. The color scheme assigned in advance to represent
different types of objects and different status of the same object, together with text on the slide(s), help the user to easily
recognize, which particular phase of the protocol an individual slide is involved in.

8.3.1 RUNTIME PROPERTIES
All the details of a run can be monitored from properties window of slide.

To access properties,

1. Rightclick on the slide to be monitored.
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2. From dropdown menu select <view properties> option.
3. <Runtime properties> window will open.
This window shows all information about steps in an operation, time spent, and status of the step.

Runtime Properties

Select a slide FS_007:FISHA

1 F5_007 No. Step Details Start End Status -
Mame Time Time |—
3 Fs_007 =
4 F5_007 r
5 F5_007
? Fg:gg; - F'letreatmer.wt - - Waiting
& FS_007 Heat Slide 55.00:05:00.MC - - " aiting
9 F5_007 Heat Slide 55,00:01:00,MC - - Waiting
10 F5_007 Blow Slide 1.MC - . W iting
Blow Shde 2. MC - - W aiting
Heat Slide 45,00:00:30,MC - - W aiting
Blow Shde 1.MC - - W aiting
Apply Reagent 111004,180,00:00:01,L - - W aiting
Heat Shde FO.00:05%:00 MC - - W aiting
Blow Shide 1.MC - - W aiting
Protease - - W aiting k¥4
4 1 3

System has started processing this Slide. Estimated Completion time: (01:34:39)

[Expand] E:ollapm% [ Refresh ][ Close ]

FIGURE 39<RUNTIME PROPERTIES> WINDOW
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8.4 STOoP A RUN

To stop a run in progress:

1. Select <Stop> at the bottom of the <Staining System> window.(Figure 26)

2. The stop <Application Stopped> message box will be displayed.

NanoVIP - Staining System - [03-11-2021-002]

(L (X]

Administrator

Start Time - 15:14:05

12-Mar-2021.
EstEndTime : 13:52:44

NCI“OV' P ‘ C'permionv

”@ Stop ‘ ‘ H II Pause

s

FISH

X BioGenex_

Help
| hd

1 FS_TMP |2 FSTMP |3 F5.TMP |4 FS_TMP |5 FS TMP |6 FS_TMP |7 FS_TMP |8 F5.TMP |9 F5_TMP |10 F5_TMP

PROJ BOCJ FISH PROTOC FISH PROTOC FISH PROTOCO

23 Pretreatmen Pretreatmen Pretreatmen
TOET)

Would you like to Stop the Run?
18 mm I_\ 18 mm 18 mm 18 mm
[ Yes ] [ No

Run has Started. Click on the PAUSE button to remove the processed or Canceled slides. To

insert additional slides. click the CONTINUOUS button.

FIGURE 40<APPLICATION STOPPED> STOP MESSAGE BOX

3. Click on the <Yes> button. To terminate the current run.

8.5 EMERGENCY STOP

FIGURE 41EMERGENCY STOP BUTTON

The <E-Stop> (Emergency Stop) (Figure 41) button is located at the lower right end of the Instrument. Pushing this
emergency stop button will stop a staining run immediately. This is used in case of an emergency. When the <E-Stop>
button is pressed while the Z-Head is in motion, the instrument will stop running, the system alarm will sound, and a system
error message (Figure 42) will be displayed on the screen. Once the <E-Stop> button is pressed, the run in progress is
cancelled and cannot be resumed.
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8.6

System Error

Time Elapsed: [00:01:57

Error in Motion Controller
Make sure that the....
» Connection between the Computer and the Instrument is alright.
And restart the Application

FIGURE 42<SYSTEM ERROR MESSAGE> SCREEN
After clearing the emergency situation, release the <E-Stop> button to silence the system alarm. Click the <Close> button in
the system error message window to exit the <Staining System> window. The <Selection Window> will be displayed.

TYPICAL ERROR MESSAGES
For most detectable malfunctions in the system, there is a corresponding error message which will appear on screen once the
malfunction occurs.

The main objects that tend to incur error messages are:
= Robotic Head
= Qil-Pen
= E-Stop button
= Communication failures arising due to Power failures, Voltage Fluctuations.
The table below lists some typical error messages that might appear with higher frequency when the instrument is in use.

The method of clearing an error message is presented along with the error message in the same message window.

Error Message Corrective Action

1 Coverslip boxes are empty Load Coverslips and resume staining on affected slides

Dispose the coverslip, and place a new coverslip on

2 Error placing the coverslip on the slide slide

Unable to dispose the coverslip into the coverslip | Check the calibration and try again. Manually dispose
disposal of coverslip.

Operation cannot be performed. Clear the error, then

4 Emergency button is pressed .
gency P re-start the operation.

Operation cannot be performed. Clear the error and re-

5 Error if vacuum is not created .
start the operation.

This might occur due to following:

6  Coverslip removal error 1. Cover slip might be broken: in this case remove
it manually and then click fix errors.
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Error Message Corrective Action

2. If it occurs due to any other cause: contact
BioGenex services.

7 Heater failure Contact BioGenex services.

This might occur due to the following reasons.
1. Power Failures

8 Error in Motion Controller 2. Voltage Fluctuations

Operation cannot be performed. Clear the error and
then restart the run with fresh new samples.
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GENERATING REPORTS
9.1. LAUNCHING THE REPORTS MODULE
There are two (2) ways to access the ‘Reports Module’ after a staining run is completed:
1. Click the bar <Run Reports> (Figure 43) in the main dialog window <Selection Window>,
OR

2. Click on the <Print Reports> option in the <Run Completed successfully> window (Figure 44).

Either way, the <Welcome to Reports Module> window (Figure 45) will appear. This window is the main interface for
printing.

Selection Window

Welcome Administrator!
(Thursday, March 11, 2021)

(Launch Reports For view and |
Print Reports .

Run NanoVIP Application ‘

‘ Run System Configuration ‘

*—

[ Exit the Application ]

X BioGenex_

FIGURE 43<RUN REPORTS> OPTION ON <SELECTION WINDOW>

Run Completed Successfully
Aun Completed On:  [7/30/2018 &t 11:40:49
~ Time Elapsed -

[ Print Reports ]

D -
el [ Save Slides as Protocols ]

Time - 00:00:20
Close ]
Run Completed
J

FIGURE 44<RUN COMPLETED SUCCESSFULLY> WINDOW
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Welcome to Reports Module

Select a Report

(Enter Date range, report sorted |
Run Log Summary Repart by Date & Run #, includes Run
Run Log Detaied Report

Pmidar ey times, # of slides, & Status.

Reagent Warkload Report

Reagent Summary Report by Date
Reagent Summary Report by Catalog
Reagent Detail Report

. J

[ net>> ] Cancel ]

[

FIGURE 45<WELCOME TO REPORTS MODULE> WINDOW

9.2. DEFAULT REPORT TYPES

The NanoVIP® software provides the user with four (4) types of default report formats. These reports will summarize the
staining data for reference. The <Welcome to Reports Module> window (Figure 45) displays the various types of reports in

the drop down list. Selecting a report type will display the corresponding report. In addition, users may customize reports to
meet their own individual needs.

1. Select the report-type in the <Select a Report> dialog box. Select <Next> in the <Welcome to Reports Module>
window, which will open the <Select Parameters for Run Summary Report> window (Figure 46).

Select parameters for Assay Report

 Select Parameters -

Select Run Number log_og_zm 8-001 :J

[ Preview & Print Report ] [ Cancel ]

FIGURE 46<SELECT PARAMETERS FOR RUN SUMMARY REPORT> WINDOW

2. Select the date (or date range), run number or catalog number of the report. (Figure 46)
9.3  PREVIEWING AND PRINTING A REPORT
Once the selections are made in the <Select parameters for Run Summary Report> window:
1. Select <Preview & Print Report> to open the <Reports> screen.

2. The <Reports> screen displays the report for preview (
3. Figure 47).
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Ry

X 4 4 106 » Mo & & [loox o |84 Town 100 710l 241

Assay Report XBioGenex__

Summary of Protocols for the Run 08-03.2018-001

Serial # :AS1020-P1

Print Date/Time: 8/3/2018 - 102155 User : Administrator

Assay Report : 08-03-2018-001 Serial # : AS1020-P1

832018 - 102188

Slide 1

Protocol : FS_TMP - FISH PROTOCOL Run Number 19803-2018.004

Status :  Incomplete Side Start Time : 10:13:17

Date of Run : 8312018 Shide End Time :

T Prem

Blow Stide
Wash Slide
Blow Stide
Heat Slide - - 45°C  00:003001]

Blow Slide

FIGURE 47< PRINT PREVIEW> SCREEN.

4. To print the report, click on the printer icon Print  at the top of the <Reports> screen.
9.4. EXITING THE REPORTS MODULE
To exit the ‘Reports Module’:

1. Select the <X> button on the title bar of the <Reports>screen and return to the <Welcome to Reports Module>
window.

2. Select <Cancel> to quit the window, then select <Exit the Application> in the <Selection Window> to quit
NanoVIP®.

TROUBLESHOOTING

Observed problems with the NanoVIP® System are characterized by symptoms. Troubleshooting tools, references, and suggested
techniques are provided to help the operator trace the symptom(s) to one or more root causes. With this information, the operator
can perform corrective actions necessary to resolve the problem.

Information in this section lists possible NanoVIP® malfunctions and errors. The operator has access rights to correct some
problems or errors. When this type of error occurs, appropriate corrective actions are described.

Correction of more complicated malfunctions or errors is usually performed by a BioGenex Representative.
Customer Support

If you have questions, please contact your BioGenex Technical Service.

10.1 SLIDE HEATING ERROR
If the system encounters a problem while heating the slide, the process on the specific slide will stop and the slide will be
marked as <Error> and highlighted in red on the Slide Map screen.
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NanoVIP - Staining System - [03-11-2021-002] I3}

NanoVIP [ o |»

Administrator

i Hel
i) _tew

—w

‘d) insons | 11 paume

Start Time - 15:14:05

12-Mar-2021,
EstEndTime : 13:52:44

Run has Started. (lick on the PAUSE button to the d or C. led slides. To

insest additional slides, dick the CONTINUOUS button

FISH

X BioGenex__

FIGURE 48SLIDE MAP: HEATING

Corrective Action(s)

1. To view the error message, right click on the failed slide and then click on the <View Properties> from the
dropdown menu. The <Runtime Properties> window displays with the error message displayed on the bottom of
the screen in blue.

Runtime Properties
Selecta slide F5_007:FISHA
1 FS_007 No Step Details Start End Status -
Name Time Time r
3 F5_007 =
4 F5_007 1
5 F5_007
? Eg:gg; Pretreatrment - - W aiting
& F5 007 Heat Slide 55,00:05.00,NC - - Waiting
9 F5_D07 Heat Slide 55,00:01:00,NC - - "/ aiting
10 FS_o07 Blow Siide 1.NC - - Waling
EBlaw Slide 2,NC - - ‘w/aiting
Heat Slide 45,00:00:30.MC - - o aiting
Blow Slide 1.NC - - W aiting
Apply Reagent 111004,180,00:00:01,L - - ' aiting
Heat Slide T0.00:05:00.MC - - o aiting
Blow Slide 1.NC - - waiting
Protease - - ‘! siting S
4 m ] »
System has started processing this Slide. Estimated Completion time: (01:34:39)

FIGURE 49RUNTIME PROPERTIES SCREEN

2. From the Slide Map, resume the failed slide by right clicking on the slide and selecting <Resume Operation> from
the right click menu. The system will retry the heating step on the affected slide and proceed to the next step if the
heating step is successfully completed.

3. If the problem persists, discontinue using the failed slide position and contact BioGenex Technical Service.

10.2 EwMPTY COVERSLIP BoX ERROR
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3.

If the Z-Head suction cup fails to pick up a coverslip from a coverslip stack while in operation, or if the coverslip boxes are
sensed as empty, the slides in the Slide Map that are to be affected with the error will be marked as <Error> and highlighted
in red on the Slide Map screen. A <Fix Error> button will display on the left side of the screen.

NanoVIP : Staining System ! B

NanoVIP g 9...,"{\5. e |l [1 e

At e Nt “datend

NA

Ext el Fomer

Pgetie Up (ol 0 Do cvadBe of s ofoet o e asn

1 eOrwe Bha Ly ared 1 €20t opey daon
e L
3o Ve webect & proboced b
(ot he grocews

FIGURE 50FIXx ERRORS: EMPTY COVERSLIP BOX

Corrective Action(s)

1. The Z-Head will stop proceeding and Error Message window will appear with the description of the error condition
and the appropriate instruction to correct the problem.

= <Description> - Coverslip box is empty. Load Coverslips and resume staining on affected slides.
= <Fix> - Refill/replace the empty coverslip boxes and resume operation.

2. Perform the action as instructed on the <Fix Errors> screen to clear the error condition.

3. Ensure the coverslip boxes are placed in the correct orientation and the Coverslips are properly seated in the
coverslip box.

i NanoVIP - Stalning System - [12-03-2018-002) [_ ] ]
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FIGURE 51Fix ERRORS: COVERSLIP BOX IS EMPTY

In the <Fix Errors> window, click on the <Fix Error> button and then click on the <Close> button to exit the <Fix
Errors>window. The system will automatically resume the run as soon as the <Close> button is selected.

If the problem persists, contact BioGenex Technical Service.
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10.3 COVERSLIP PLACEMENT / REMOVE ERROR

During the staining operation, if the Z-Head suction cup fails to place a coverslip onto the slide, or fails to remove a coverslip
from the slide, or if it drops a coverslip in the middle of an operation, the slide that is in process will be marked as
<Error>and highlighted in red on the Slide Map screen.

1. To view the error message, right click on the failed slide and click on the <View Properties>from the dropdown
menu. The <Runtime Properties> window will appear with the error message displayed on the bottom of the screen
in blue. See the following two (2) figures for possible error messages.

2. From the Slide Map, resume the failed slide by right clicking on the slide and selecting <Resume Operation> from
the right click menu. Repeat the step for all other affected slides in the run. The system will retry the coverslip
operation on the affected slide and proceed to the next step if it is successfully completed.

3. If the problem persists, contact BioGenex Technical Service.

10.4 BASIC TROUBLESHOOTING

Symptom

Possible Cause(s)

Corrective Action(s)

Power cord may not be
. Plug the power cord.
plugged in . . . .
Find the power switch on the right side of the
Forgot to turn on power . .
. . workstation, turn it ON.
There is no power to switch
1 . Ensure that the power source has power
the workstation No power to the
tacle supply.
recep Request authorized service personnel to check
Safety fuse may be and replace the fuse.
blown
Turn OFF the Instrument and Laptop/Touch
Panel PC.
The display on .
play Unplug the power cord. Wait ten (10)
Laptop/Touch Panel PC .
. . Controller may need to seconds, and plug back in.
2 | isblank or incorrect
. be reset. Re-start the Laptop/Touch Panel PC and then
after the power is
turn ON the Instrument.
turned ON .
Request service personnel to check the
Laptop/Touch Panel PC.
Not enough liquid in
gnfiq Check carboy caps and O-rings, and ensure
the carboy bottles
. L that they are secured. Also check the
The instrument could Peristaltic pump -
3 not prime internal tubing might be connectors on Liquid Panel.
P . gmig Check the peristaltic pump internal tubing for
pinched off
any damage.
Unknown cause
Related CS Box is
empty Check the CS Box, and fill in Coverslips as
Vacuum pressure of necessary.
. . . Suction Cup is not Ensure no air is leaking from tubing.
Failure in Cover-slip . . .
ick up strong enough Request service personnel to calibrate Suction
s P Suction Cup could not Cup with the CS Box.
arrive at the correct Suction Cup could have micro-tear. Call
position over the CS Service to replace the Suction Cup.
Box
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Symptom Possible Cause(s) Corrective Action(s)
i i 1. Plug out and plug in instrument
i Instrument Z-Head i o Related to . g. Plug .
i i L . communication port to laptop from the assigned
5 | could not move to left communication failure -
; ; communication USB port and restart the

- or right | tween X or Y motor L N . .
i g i between X o ot application. If still existing contact Field Service.
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ROUTINE MAINTENANCE

The NanoVIP ®System requires minimal routine cleaning and sanitizing. Regular preventive maintenance ensures dependable and
consistent staining and helps to eliminate any potential contamination.

11.1 DAILy CLEANING
Daily cleaning should be performed after the last run of the day. It is recommended that the operator wear gloves.
Remove and empty the Waste Coverslip Box. Rinse with DI water and dry.

1. Remove the slides from the Slide rack. Remove the slide carrier and soak them in DI water to remove all traces of

residue. Dry them with a cloth. Return them to their position.

Use a soft and damp cloth to wipe off all of the visible interior and exterior surfaces of the instrument.
CAUTION:

It is not recommended to wash or rinse any area or surface of the instrument, especially the
electrical components and circuits that sit abo

3. Use aclean and soft cloth to dry off all the surfaces of the instrument.
4. Clean the area surrounding the NanoVIP® system.

11.2 PRIME SOLUTIONS

The following are guidelines for operating in the <Prime Solutions> window:

NanoVIP - System Configuration & Calibration

: 2 5
Configurati Test
@ onfigura w:l g, es 1

v

Diagnostics >

Prime Solutions... ‘

System Cleanup...

Prime Solutions
1come wo

N q n OVI PI [~ Dl 'WwWater [Green]

The Most Advanced [ Alcohol Pwhite)
Fully Automated System

[ Buffer Saolutions

f* THIHCASH [Red]

{7 1%55C [Blue)

Welcome ttNtem Cnnliguran Calibration window.

[ Start priming ] [ Close ]

Figure 52 Nano VIP® —System Configuration and Calibration Window Figure 53 Prime Solutions Window

For information on what is priming of solution, refer to Section8.2 Initiating A Staining Run

In test mode, solution priming is not controlled automatically, whereas it is controlled manually; i.e. once started, it can be
stopped whenever priming is done.
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Double-click on NanoVIP® icon on the Laptop screen to open <Log i
on> window :

As Administrator, click on <Log on> button in <Log on> window to
open <Selection Window>, then click on <System Configuration &
Calibration> bar to open the <System Configuration & Calibration>
window (Figure 17)

___________________________________________________________

i Click <Test> button in <System Configuration & Calibration> to display a :
i dropdown menu (Error! Reference source not found.), select the option <Prime i
: olutions> to open the <Prime Solutions> window (Figure 52). i

Operate in <Prime Solutions> window:

1. Click in the top four (4) squares to select all (i.e., Dewax, DI water, Alcohol, and Buffer
Solutions).

2. Click to select one (1) of the two (2) Buffer Lines (repeat this selection with the remaining
two(2) Buffer Lines after each round of priming, but deselect the Dewax, DI water, and
alcohol after the first pass).

3. Click <Start Priming> button to start priming. Repeat the priming twice with a single
buffer line. Click <Close> button to end priming with this particular buffer line.

4. Repeat above operation to complete the priming with all two(2)buffer lines. Click <Close>
button to end priming.

i Click the <X> button to close <System Configuration & Calibration>, and |
i click <Exit the Application> bar to exit <Selection Window>. The priming E
. operation is done. E

11.3 MONTHLY MAINTENANCE SCHEDULE
The purpose of monthly maintenance is not only to clean the instrument, but also to prevent the growth of bacteria or mold
within the tubing, bulk bottles, and in some areas of the instrument. This procedure should also be followed for disinfecting
the instrument prior to transport or storage of the instrument.

1. Perform the daily cleaning procedure.
2. Move the Robotic-Head to the position above the drain hole of the Slide Block. There are three ways to do this:

a. Open the <Prime Solutions> window in the <System Configuration & Calibration> module (see details in the
previous flowchart). The Robotic-Head will move over the drain hole in the Slide Room automatically.

b. Turn OFF the power to the workstation. Slide the gantry forward until the Robotic-Head points to the drain hole of
the base plate.

CAUTION:
The Laptop can still be powered ON while the instrument is powered OFF. Never turn OFF the
Laptop while the instrument is ON.
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3.

B

9.

Clear off De-Wax residue from De-Wax line: If De-Wax solution has been used through the De-Wax line, empty the
De-Wax carboy; fill it with 100 ml of alcohol. Prime De-Wax line three (3) times with the alcohol. Let it sit for ten (10)
minutes after the final priming. The alcohol should be rinsed away from De-wax line later. (See below)

NOTE:
Skip the above step if the De-Wax feature was not utilized during any staining operations prior to this
monthly maintenance schedule.

Rinse all the buffer carboys with DI-water: Disconnect all five (5) buffer Carboys from the instrument. Remove the caps
from the buffer carboys and empty each carboy. Fill in each bottle with one gallon of DI-water and add a capful of
chlorine bleach. Shake the bleach solution thoroughly in every carboy. Empty the bleach solution from the buffer
carboys.
WARNING:
Before rinsing the Waste Carboy, turn it in to your Biological Safety Management Office for a proper
treatment in accordance with EPA hazardous waste regulations and other local, state, and federal
regulations.

Prepare fresh cleaning solution for each buffer carboy: Empty the buffer carboys, and use one (1) carboy to dilute 150
ml of Professional Lysol Deodorizing cleaner (the active ingredient: alkyl dimethyl benzyl ammonium chlorides) to
3,600 ml with distilled water.

First rinse the liquid transportation system with Lysol Deodorizing cleaningsolution: Recap each carboy filled with the
above cleaning solution; reattach them to their appropriate ports on the Liquid Panel. Prime their liquid lines three (3)
times. Let sit for ten (10) minutes after the final priming. Empty the Carboys.

Second rinse of the Carboys with DI-water: Fill each of the five (5) Carboys with 1 to 2 liters of DI-water only. Re-
attach the buffer carboys (i.e., including Waste Carboy) to their appropriate connectors on the instrument. Rinse their
liquid lines by priming three (3) times. Empty the Carboys store them upside down and allow drying.

Clean the drainage tray (i.e., the base of the instrument) with powdered cleanser (i.e., bleach) and a soft plastic brush.
Rinse and dry the tray. Ensure that the waste liquid can be drained properly. Check and adjust the drainage tubing as
necessary.

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

10. Leave the Housing Cover open and let the instrument air-dry overnight.

11.4 SEMI ANNUAL MAINTENANCE ARRANGEMENT

Only a trained service technician, or BioGenex service personnel, will perform this preventive maintenance every six(6)
months. To contact BioGenex Technical Service, call 1-800-553-7042 (U.S.A. and Canada only). For documentation
purposes, it is required that the maintenance report with the instrument serial number, and the maintenance date be clearly
filled out.
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APPENDIX I
SERVICE PLAN

For a period of one (1) year from the date of installation ("Service Period")*, BioGenex Laboratories, Inc. ("BioGenex™) will provide
the following services for maintenance and repair of the  NanoVIP® Automated Staining System ("System") purchased, leased or
rented by the Customer ("Services"):

3. Preventative Maintenance Service
4. Emergency Repair Service
5. Software Upgrades

CUSTOMER RESPONSIBILITIES
The customer must maintain the:

1. Installation site and its environment in a condition suitable for operation of the System

2. System under the daily/monthly routine maintenance schedule as provided in the NanoVIP® Operator’s 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 option. Labor to install replacement parts is included.
Replaced parts become BioGenex 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.

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 NON-INFRINGEMENT 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.

DIAGNOSTICS AND CALIBRATION
BioGenex service personnel or an authorized technician will perform any service, including calibration. An operator should not
conduct calibration with this system. When in need, please call BioGenex Technical Service at1-800-421-4149.
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PREVENTIVE MAINTENANCE CHECKLIST FOR NANO VIP

Please check off these actions in the following order as they are performed.

SLLNO

Items to check

Result
(Circle as
appropriate)

Note / Remark

Verify and tighten all the screws on the Z-head.
Switch off the Nano VIP and check for free motions
in X, Y directions, apply lubricant on X, Y rails and
adjust belt tensions, if needed.

Yes No

Laptop functions well

Yes No

Check for any damages to vacuum pad & Replace
the damaged vacuum pad (Part No: 4201-04155),
if applicable. Clean the Fitting & tubing’s
connected Vacuum pad and replace the same, if
reauired

Yes No

Clean the Wash Head nozzles and check for any
physical damages to the nozzles and replace the
damaged wash head (Part No 6520-17881)

Yes No

Clean the Blow Head nozzles and check for any
physical cracks / damages to the Air blower /
nozzles / blow head and replace the damaged
blow head (Part No 6520-40801)

Yes No

Physically check TEC heater for any bulges,
Conduct “Temp Switching Test”, “Peak Temp
Test”, and “Temp Durability Test” for 10TEC
modules & Replace non-working / bulged Assy.

TEC heater ( Part #4501-17812), if needed

Yes No

Replace Pipette tip adopter. Test the pipette tip
sensor and ensure it is working fine through the
diagnostics/run mode.

Yes No

Check visually for proper oil dispense. Replace
damaged oil needle (Part number#6520-41775),
& damaged oil tubing’s. if needed

Yes No
NA

Check for proper operation of the non-drip valve
[HC, DI water, Alcohol & De-wax, replace if found
leakace

Yes No

10.

Check and mention the earthling voltage between
neutral and earth (less than 2 VAC) at
output of UPS. Check UPS battery backup is
working fine else replaces the UPS.

Done No

11.

Educate the customer to release E-stop switch
prior to use of Nano VIP Check & replace E-stop if
required.

Yes No
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12.| Check for the leakages in Fitting frame quick Yes No
connectors & if found any, kindly replace the quick
connector Clean the filterin all 5, 1L carboys
Check and replace the damaged gasket carboy cap
(Part No # 6520-41147) & 1L Carboy cap (Part No
6520-40879, 6520-40883) if needed.

13.| Train the customer on Nano VIP Do’s and Don'ts Yes No
Daily, Weekly & Monthly maintenance procedures
& perform the same at site.

14.| Check for accurate positioning of coverslip and oil Yes No
seal operation for 25 x40, 25 x25 & 18x18 NA
coverslips onto respective barrier slides

15.| Take the backup of current software and upgrade Done No status:
the software to latest version and perform the
calibration as per the respective document NA

16.| Perform the mock run report and real run report Yes No
to ensure run is completed without any errors and
attach the report

Comments:

Maintenance Performed by: Date:

List of the Spare Parts

Item Name Specification Qty Part Number
1  Fuse MDA10, 250V 2 4280-02249
2 Carboy 1 Liter 1 6520-40882
3 | Peristaltic pump internal tubing | TUBING, FLURAN, 3/16 ID x 2 4460-02542
5/16 OD

NOTE:
0 There are no user serviceable parts with the NanoVIP® system. When any service is needed, please consult
BioGenex for all repairs.
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APPENDIX I
METHODOLOGICAL BACKGROUND

FLUORESCENT IN-SITU HYBRIDIZATION

FISH (Fluorescent In-Situ hybridization) is a technique which is used to detect and localize the presence or absence of specific DNA
sequences on chromosomes. This technique uses fluorescently-labeled DNA molecules (probes) to detect other DNA molecules
(chromosomes or genes) of complementary sequence that can be seen using fluorescent microscopes. FISH has employed In-Situ on
whole cells, nuclei, or inter-phase and metaphase chromosomes.

Cells or tissue are placed on a slide and treated (fixed) to stabilize cellular structures. Chemical and enzymatic procedures are
employed to remove membranes and cytoplasmic proteins that prevent access to the cells” DNA. Cellular DNA is exposed to high
temperature in order to open it, making it accessible to fluorescently-labeled probe DNA. Probe is added to the sample and allowed
to hybridize with complementary sequence of the target DNA. Excess probe is removed post-hybridization and a counterstain is
applied to visualize the nuclei. Detection of the probe on the target DNA is based on the color that its fluorescent label emits. Based
on the signal patterns, a technician or pathologist is able to interpret chromosomal and/or gene abnormalities.
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APPENDIX III
SOFTWARE LICENSE

BIOGENEX SOFTWARE

This software license agreement is a legal agreement between you (either an individual or an entity) and BioGenex Laboratories, Inc.
(“BioGenex™), manufacturer of the NanoVIP® Automated Staining System. This is a license and not an agreement for sale. You
obtain no rights other than those granted to you under this BioGenex Software License (“License”). By using the NanoVIP®
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 Automated system (System), such as
the NanoVIP® Automated Staining 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 (1) copy of the Software with the initial installation of the System, some of which may be pre-
installed on the System’s hard drive. You may make one (1) 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.

TRANSFER OF LICENSE.
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:

a) BioGenex approves such transfer in writing in its sole discretion;
b) The Software, including all copies, and the System are concurrently transferred to the Subsequent Licensee

c) The Subsequent Licensee agrees in writing to be bound by the terms of this Software License with respect to the
Software transferred.

Transfer of the Software terminates your license from BioGenex.
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. You shall not copy, disassemble, reverse engineer, or decompile the
Software.

COPYRIGHT.

The Software is owned by BioGenex and is protected by United States copyright laws and international treaty provisions and
all other applicable national laws. Therefore, you must treat the Software like any other copyrighted material.
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5.

WARRANTY.

If the Software is warranted, the terms and conditions of such warranty are 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.

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

i 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)

ii. Loss of stored, transmitted or recorded data

iii. 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

iv. Inability to perform under this License, in whole or in part, caused by acts of God or any other event beyond
BioGenex 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.

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

BioGenex Laboratories, Inc.,
48810 Kato Road, Suite 200E,
Fremont, CA 94538

Phone +1 800-421-4190
Fax:+1(510)824-1490

www.biogenex.com

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 rules on conflicts of laws.
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Microsoft® Software

IMPORTANT - READ CAREFULLY BEFORE USING THE NanoVIP® Fully AUTOMATED STAINING SYSTEM
WHICH CONTAINS 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.

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:

De-compilation 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.

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
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.
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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.

UPGRADES AND RECOVERY MEDIA.

If the SOFTWARE is provided by the 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

i Manufacturer has supplied a corresponding serialized sticker for each additional copy of the Upgrade SOFTWARE.
ii. 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.

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®.

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.

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.

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.
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Software License

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.

Microsoft Visual C# is Microsoft's implementation of the C# specification, included in the Microsoft Visual Studio suite of
products. It is based on the ECMA/ISO specification of the C# language, which Microsoft also created. While multiple
implementations of the specification exist, Visual C# is by far the one most commonly used] In most contexts, an unqualified
reference to "C#" is taken to mean "Visual C#

The term Visual denotes a brand-name relationship with other Microsoft programming languages such as Visual Basic, Visual
FoxPro, Visual J# and Visual C++. All of these products are packaged with a graphical IDE and support rapid application
development of Windows-based applications.

Visual C# is also heavily used by ASP.NET web sites and standalone applications based on the .NET Framework.

Visual C#

C#
»

Operating system  Windows 10

Platform 1A-32, x86-64 and
Itanium

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. If this EULA was acquired
outside the United States, then local law(s) may apply.

Should you have any questions concerning this EULA, please contact BioGenex at Tel. No. 1-800-421-4149 [U.S. Customers
ONLY] or your local BioGenex Distributor.
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Appendix IV

Quick Start Guide

APPENDIX IV
QUICK START GUIDE

The Quick Start Guide can be used as a tool to lead the operator through the basic steps to perform:
e Instrument Run Preparation
e  Starting the Run
e  Completing the Run

e Daily Maintenance

The Quick Start Guide does not reflect the same pagination and the Operator’s Manual. It has been designed to be pulled from the
Operator’s Manual and used separately as a “Quick Start Guide.” For any detailed information on procedures within the Quick Start

Guide, refer to the appropriate section in this Operator’s Manual.

DECOMMISSION.
Decommissioning aims to make devices safe and unusable, while minimizing damage to the environment. Any device deemed unfit

for use should be decommissioned. It is advisable to decommission the equipment / instrument as per local regulatory agencies.

NanoVIP® Operators Manual | 64



