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1. Introduction

CAAS is an automated, “hands off”, microtiter plate format analyzer for quantitative determination
of anatoxin-a, cylindrospermopsin, microcystins,Saxitoxins, glyphosate, atrazine and others. The
analyzer is computer controlled and capable of automating all the steps of both ELISA and RBA
assays including fluid handling, plate mixing, incubation/timing, optical reading, calculations and
reports.

Assay automation with CAAS is easy, reliable, and consistent; moreover, multiple analyte assays
can be run simultaneously (multiplexing).

e Fluid Handling - aspirates and dispenses from 2 pL to 1.95 mL

Incubating - heating temperatures - coil heats to 37°C, plate heats to 25°C
or 37°C or at ambient temperature. Reagent cooling available
with optional Reagent Cooling Accessory® (RCA)

e Mixing - reaction plate only

e Timing - from 1 second to 24 hours

e Optical Reading - UV/visible range

e Calculating - uses numerous preprogrammed equations

e Data Storage - unlimited capacity

o Data Reporting -  many options and customizations to choose from

The system allows one to define and program an unlimited number of customized protocols by

®
selecting displayed menu options from a Microsoft Windows software program (see Operating
Precautions, Section 1.4).

It has many possible applications in clinical and veterinary testing; environmental testing; analysis
of food and water; and life science research.

This instrument may also be used in production processes involving micro volume dispensing,
diluting, incubating, and reading.

Reactions occur in standard plastic microwells instead of sample cups or a carousel. Microwell
strips are commercially available from many sources. Reagent bottles and sample tubes are
placed into the removable instrument racks. The instrument is programmed to pick up from one
place, dispense to another, wash the probe, read the wells, incubate, mix, etc. When doing
chemistry reactions, groups of four wells may be timed simultaneously to improve throughput.

This instrument is not dedicated for use with any particular chemical reaction, method, or
manufacturer. This provides many advantages, including great flexibility in how it is used. Each
lab decides how to set up the racks and plates, which reagents to use, how many controls to run,
number of applications to be used, and so on. To assure the quality of clinical information, each
new setup must be validated before reporting specimen results. In some cases the programming,
optimization, and validation may have already been done.

% eurofins
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It is advised to run specimens having known concentrations to verify the instrument setup
parameters. After that, programs can easily be recalled for review, use, change, or deletion. The
user can decide everything, including how much is manual and how much is automatic.

1.1 Intended Use

IVD

FOR IN-VITRO DIAGNOSTIC USE

This instrument is designed for use in processing general chemistry and ELISA tests. Itis a
general purpose instrument intended to be used by trained laboratory professionals who are
capable of selecting the appropriate features and options for each specific clinical application.

Contact your company’s instrument service provider to arrange for training.

1.2 Warning Markings

1.2.1 Safety Symbols Le Symboles de Sireté

Safety symbols which may appear on the product:
Les symboles de s(reté peuvent apparaitre sur le produit:

A\

A

WARNING
AVERTISSEMENT

Protective Ground
La Terre Electrique

CAUTION
L’ATTENTION

BIOHAZARD
BIOHAZARD

Risk of Shock
Risque de Choc

(Earth) Terminal
Prise de Terre

Refer to Manual
Se Rapportent a
Manuel

Risk of Infection
Risque d’infection

g —

FUSE: For continued protection against risk of fire, replace only with fuse of the
specified type and current ratings. Disconnect equipment from supply before

replacing fuse.

FUSIBLE: Pour la protection continue contre le risque du feu, remplacez le
fusible seulement par une du type spécifique et des estimations courantes.
Démontez I'équipement de I'alimentation d'énergie avant de remplacer le

fusible.

DANGER: Pinch points, sharp points, and moving parts -

mechanisms may operate without warning.

CAAS Operator’s Manual Rev. F

<% eurofins




1.2.2 Safety Terms Terminologie de Slreté

These terms may appear on the product : Les marques sur le produit
These terms may appear in this manual: Les marques dans I'opérateur manuel

DANGER Indicates an injury immediately accessible as you read this marking
DANGER Le “de Indigue le risque immédiat de dommages (assessible tandis que vous lisez
marque: DANGER” | la marque)

WARNING WARNING statements identify conditions or practices that could result in

injury or loss of life. WARNING indicates an injury hazard not immediately

AVERTISSEMENT! accessible as you read this marking.

Le “de marque: . . . . . . .

WARNING” Ces rapports identifient les conditions ou les pratiques qui pourraient avoir
comme conséquence les dommages ou les pertes humaines.

CAUTION CAUTION statements identify conditions or practices that could result in

L'ATTENTION “Le damage to thi_s pro.d_uct or other p.).roperty. . . . .

de marque: Ces rapports identifient les conditions ou les pratiques qui pourraient avoir

CAUTION” comme conséquence les dommages a ce produit ou a toute autre propriété.

BIOHAZARD BIOHAZARDS are biological agents that can cause disease in humans. Lab

workers handling potentially infectious materials must use universal
precautions to reduce the risk of exposure to these agents.

A CAUTION! L’ATTENTION! A

BIOHAZARD: If any materials are overturned during operation,
immediately set the power switch to OFF (0). This material should be
treated as potentially biohazardous. Appropriate cleanup and disposal of
biohazardous waste should be used.

Biohazard! Lors du fonctionnement, si on renverse des matériaux,
coupez immédiatement le courant. Placez le commutateur électrique a
AU LOIN(0). Traitez le matériel comme biohazardous, utilisant approprie
nettoient et des méthodes de disposition.

1.2.3 Disposal and Storage

Dispose of according to local regulations. Before the instrument is removed from the
laboratory for storage, disposal, transporting, or servicing, it must be decontaminated.

Decontamination should be performed by a well-trained authorized person, observing all
necessary safety precautions. Instruments to be returned must be accompanied by a
decontamination certificate completed by the responsible laboratory manager. If a
decontamination certificate is not supplied, the returning laboratory will be responsible for
charges resulting from non-acceptance of the instrument by the servicing center or from
any authority’s intervention.

& BIOHAZARD! &

WARNING: Treat all components during use and disposal as you would any

biohazardous material.
& AVERTISSEMENT : Utiliser et disposer des matériaux de la méme maniéere

gue vous utilisé et disposer des matieres infectieuses..

% eurofins
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1.3 Safety Precautions

To assure operator safety and prolong the life of your instrument, carefully follow all instructions outlined

below.

Read Instructions

Take time to read this manual carefully before using this instrument.
Review the following safety precautions to avoid injury and prevent
damage to this instrument or any products connected to it. To avoid
potential hazards, use this instrument only as specified. For best results,
familiarize yourself with the instrument and its capabilities before
attempting any clinical diagnostic tests. Refer any questions to your
instrument service provider.

Servicing

There are no user-serviceable parts inside the instrument. Refer servicing
to qualified service personnel. Use only factory-authorized parts. Failure
to do so may void the warranty.

Wear Protective Apparel

Many diagnostic assays utilize materials that are potential biohazards.
WARNING: Always wear protective apparel and eye protection while
using this instrument.

Follow Operating
Instructions

WARNING: Do not use this instrument in a manner not specified by the
manual, or the protection provided by the instrument may be impaired.

Use Proper Power Cord

WARNING: Use only the power cord specified for this product and
certified for the country of use.

Observe All Terminal
Ratings

WARNING: To avoid fire or shock hazard, observe all ratings and
markings on the instrument. Consult this manual for further ratings
information before making connections to the instrument.

Install as Directed

Install the instrument on a sturdy, level surface capable of safely
supporting the instrument’s weight 90lbs (45 kg). The mounting surface
should be free of vibrations. The instrument does not require fastening to
the bench top.

Provide Proper Ventilation

Refer to the installation instructions for details on installing the product so
it has proper ventilation. The instrument should be surrounded by the
following clearances: 46cm on each side, 117cm on top, 15cm in front,
and 18cm in back.

Do Not Operate Without
Protective Covers

WARNING: Do not operate this instrument with covers and panels
removed.

Do Not Operate without
Probe Shield

Do not operate this instrument with shield removed. Doing so risks the
operator to biohazard injury from the probe

Avoid Exposed Circuitry

WARNING: Do not touch exposed connections and components when
power is present.

Probe Tip

WARNING: Do not touch exposed probe tip when power is on to the
instrument. Disconnect the power cord before any maintenance.
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Safety Precautions (Continued)

Keep Instrument CAUTION: Solvents such as acetone or paint thinner will damage the
Surfaces Clean and instrument.
Dry e Do not use solvents to clean the unit. Avoid abrasive cleaners; the aerosol

shield is liquid-resistant, but easily scratched.

e Clean the exterior of the instrument with a soft cloth using plain water. If
needed, a mild all-purpose or nonabrasive cleaner may be used.

e Use as a 10% solution of chlorine bleach (5.25% Sodium Hypochlorite) or
70% isopropyl alcohol.

e Take special care not to spill liquid inside the instrument

NOTE: The manufacturer or his agent is to be consulted if there is any doubt
about the compatibility of decontamination or cleaning agents.

Transporting CAUTION! Treat instrument and components as you would any biohazardous
material. See Section 1.2.3 Disposal and Storage for decontamination
recommendations. When shipping the instrument, it is important that the
instrument be anchored using the original shipping screws and packaging. Pack
the instrument in the original manner to prevent shipping damage.

A WARNING! AVERTISSEMENT! A

Warning! To avoid electric shock, the grounding conductor must be connected to
@ earth ground. An optional method is to attach a ground strap from the external

grounding terminal on the rear panel of the instrument to a suitable ground such as
a grounded pipe or some metal surface to earth ground.

Do Not Operate In An WARNING: Do not operate instrument in an explosive atmosphere.
Explosive Atmosphere

Do Not Operate With WARNING: If you suspect there is damage to this instrument, have it
Suspected Failures inspected by a qualified service person.

Do Not Operate in WARNING: Do not operate instrument in wet/damp conditions.
Wet/Damp Conditions

Avoid Excessive Dust Do not operate in an area with excessive dust.

1.4 Operating Precautions

WARNING: Insufficient RAM will adversely affect the performance of your instrument. The
minimum RAM required is 1GB.

This general purpose instrument is intended to be used by laboratory professionals who are
capable of selecting the appropriate features and options for each specific clinical application.

e Some diagnostic assays utilize materials which are potentially biohazardous.
e Always wear protective apparel and eye protection while using this instrument.
e Always operate the instrument with the aerosol shield lowered.

e Do not use the instrument in a manner not specified by the manual, or the protection provided by
the instrument may be impaired.
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Probe tips are sharp and may cause bodily injury. Do not place hands or fingers under the probe
or wash head probes while instrument is in operation. Always set the power switch to OFF (O)
before working on the probe or wash head. Never touch the probe or wash head while the
instrument is operating.

The probe performs a self-clean periodically while the probe is
idle. Keep hands away from the probe at all times when the

instrument is ON (l).

CAUTION

Watch the instrument during "Start of Day" operation to ensure that the probe and wash head
dispense functions are operating properly.

Visually check the sample handling tubing and the syringes for the presence of any bubbles.

Be sure to run a sufficient number of controls in each assay. If controls are not within their
acceptable limits; or if incomplete, or non-uniform washing is suspected, disregard test results.

Since the ambient light may interfere with the optical sensors used to monitor mechanical
movements, always operate the instrument with the top cover down.

Do not operate the instrument if the probe is damaged or the pressure is unstable.

If the Waste bottle is overturned during operation, set it upright. When the run has finished, check
that the filter has not become wet, and replace it if necessary. If the hydrophobic filter becomes
wet due to an overturned Waste bottle, it will be blocked. Continued use of the instrument with
a blocked filter will impair washer effectiveness and may result in damage to the
instrument.

A CAUTION! L’ATTENTION! A

CAUTION! To avoid waste fluid backing up into the instrument, ensure that the
drain tube is positioned such that the waste fluid is allowed to flow and to drain

A directly into the waste container. The end of the drain tube should not rest in
the waste fluid nor should it rest against any wall or the bottom of the waste

container. Reference the drain tube installation instructions in Section 2.3.2.

Do not fill reagent bottles past the neck. Doing so may cause the system to inadvertently aspirate air.
Do not fill Wash or Rinse bottles into the neck to prevent fluid from entering the pressure tube.

The Wash and Rinse bottles are pressurized during normal operation, and the Waste bottle is
under vacuum.

o Do not remove bottle caps or tubing connections while the bottles are pressurized.

0 Turn the instrument off or click the Pause Engine in the Management menu before
adding more solution, changing bottles, or connecting tubing.

The quality of washing often affects the validity of test results. To assure adequate washing follow
these precautions:

o Perform “End of Day” to clean probe with bleach and flush wash head with H,O

0 Handle and store the wash head carefully to prevent damage.

0 Use the prime cycle before each wash.
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2. Installation
This instrument is carefully packaged in a custom-made container to assure its safe arrival. If
upon receipt the outer packaging is damaged report damage to your freight carrier immediately.

CAUTION! L'ATTENTION! A

CAUTION! Unpacking this instrument is a 2-person job!

Lifting the instrument requires the efforts of two persons.

Grasp the instrument at each end of the chassis near the feet of the
instrument and carefully lift the instrument out and onto a stable work
surface.

For Your Safety!

NOTE: Please check the shipping documents for instructions to remove the instrument from the
packing carton.

When shipping, it is important that the instrument be anchored and packaged in the original
manner to prevent shipping damage. Therefore, retain all packing material, such as: plastic
sheeting, splints, orange shipping bracket, hardware & bubble wrap,in the event the instrument
requires future relocation.

2.1 Packing List

2925 *SPARE PARTS BOX
QTY PART# Description QTY Part# Description
1 2925 CASS ChemWell 1 990113 Plate Cover
1 994317 Reagent Rack (in Box) 1 997425 8-Way Wash Head
1 994316 Sample Rack (in Box) 1 029019 Performance Check Kit
1 188171 Carrier Insert (in box) 1 952905 Complimentary Card
1 188483 Probe Shield 1 183827 Mouse Pad
1 104455 USB Cable 1 137140 Exhaust Filter
1 137521 US or Euro Power Cord 1 029017 Wash Solution
or
137222
1 994008 Bottle Set 24 157202 Microwell Strips
1 994040 Prime Bottle 1 157201 Microwell Strip Tray
1 994073 3 Bottle Stand 1 188656 Probe Cone
1 950509 Unpacking Instructions 2 102220 Probe Tip
1 004301 USB Flash Drive - includes 1 XXXXXX Hardware/Accessories Box
Software and Operator’'s
Manual
1 029010 *Spare Parts Box ** DRAIN TUBING KIT
1 XXXXXX  **Drain Tubing Kit 1 135237 6” Drain Hose
1 Certificate of Quality 1 137154 T-Barb
1 137059 Drain Tubing Clip
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2.2 Instrument Setup

2.2.1 Parts of the Instrument

e The main power connection is on the back of the instrument. Position the instrument so
that you can easily disconnect main power if required. Be sure to leave at least 6 inches
(15.2cm)around the instrument to enable access to the power cord.

e Read all Warning and Caution notes.

e Refer to the Unpacking Instructions and the Packing List to ensure correct setup
of the instrument.

e During first installation, the instrument must be aligned and setup. Use the procedures in

this section to ensure that the instrument is ready to work. Refer to Section 4.2.1 and 7.1
for help with Alignment.

Syringes  prgpe Shield Probe Wash Head

r
v ' N )

Prime Bottle Reagent Rack Sample Rack

i o Reader
NN\ R e

Figure 2.2.1-1 Parts of the instrument

<& eurofins
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Reagent Rack location Sample Rack location

Figure 2.2.1-2 Rack Holder locations

Power
Supply #3

Power Inlet

Figure 2.2.1-3 Back Panel
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2.2.2 Drain Tube Installation
Read the drain tube installation instructions before cutting the tubing.

A CAUTION! A

CAUTION! To avoid waste fluid from backing up into the instrument,
ensure that the drain tube is positioned such that the waste fluid is
allowed to flow and to drain directly into the waste container. The end

of the drain tube should not rest in the waste fluid nor should it rest

against any wall or bottom of the waste container.

To ensure that waste fluid does not back up into the instrument, position the drain tube

such that the waste fluid is allowed to flow and drain directly into the waste container.

With the instrument set up in the desired location, connect one end of the drain tubing to
the drain outlet located on the bottom of the instrument. Push the tubing over the fitting as
far as possible, ideally flush with the plastic nut.

Extend the length of the drain tube over the surface of the lab table (Figure 1) or directly to
a drainage port (Figure 2).

e i W

Figure 1 - Drainage tube connected
to the instrument; measure length of
tubing to the edge of lab table.

Figure 2 - Drainage tube connected with barb

tee shown with lab table outlet.

Cut the drain tubing to the desired length (Figure 1).

The upright barb will act as an air vent as shown at A in Figure 3 so that the waste fluid will
not develop an air pocket preventing the fluid from flowing into the waste container below.

Push the cut end of the tubing onto the barbed tee as shown at B in Figure 3. This
completes the connection from the drain outlet located on the bottom of the instrument to
the barbed tee.
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Push a piece of tubing onto the barbed tee as shown at C in Figure 3.

Connect the drain tubing
to the barbed tee as
shown.

A serves as air vent

B tubing attached to the
drain outlet on the
bottom of the
instrument

C tubing leading to
waste container

Figure 3 - Barbed tee connector with
tubing connected.

Cut the opposite end of the drain tubing on the diagonal (Figure 4) and place it into the
waste container. Place the waste drain container at a level lower than the instrument to
allow the fluid to flow into the waste drain container. Ensure that the placement of the
tubing in the container will allow the waste fluid to flow. The waste drain tubing may be
routed through an access hole on the lab bench or routed to the front or back of the
instrument as desired to the waste drain container. The drain line may also be connected
to an approved permanent drain.

NOTE: Cutting the end of the tubing on a diagonal will prevent the tubing from resting on
the bottom of the waste container which may cause the waste fluid to back up into the
instrument.

Figure 4 - Cut the drainage tube on a diagonal to prevent tubing from
resting on the bottom of the waste container.
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2.2.3 Bottle Assemblies and Connectors
NOTE: DISREGARD FIGURE 2.2.3-1 CONNECTORS, IF YOUR INSTRUMENT DOES
NOT HAVE A WASHER

/!\ CAUTION! L’ATTENTION! /!\

CAUTION! The hydrophobic filter on the waste bottle is designed to

protect the pump from liquid and may become clogged when wet. Arrange
the tubing so that the filter hangs down below the connecter on the side of
the instrument to prevent clogging.

Match the color-coded connectors on the three bottle cap assemblies to the colored
connectors on the right side of the instrument. Turn each connector about 1/4 turn
clockwise to lock it in place. Insert the sensor cable jacks, matching the colored tie wrap
with the color-coded connectors.

Figure 2.2.3-1 Connectors

Put de-ionized water into the bottle marked Rinse. Put wash buffer provided into the bottles
marked Wash. Leave the Waste bottle empty. Check that each bottle cap is securely
fastened and that no sensor wires are crossed. Note that the Waste bottle has short sensor
leads in order to detect when waste is nearly full. Rinse and Wash bottles have long leads
in order to sense when bottles are nearly empty.

Fill the Prime bottle with fresh, clean de-lonized H,O. This should be done each day - this
water enters the precision calibrated syringe pumps and therefore must be very pure to
avoid damage and prolong the life of these components.
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This instrument has the ability to use two different plate washing solutions. One is placed in
the bottle labeled Wash, and the other can be placed in the bottle labeled Rinse. If only a
single assay washing solution is needed, one should put de-ionized water in the bottle
labeled Rinse. This rinse solution can then be used to flush out the plate wash head after
running assays. A wash concentrate Tween-20 solution is included with your instrument.
This solution can be used as a plate wash solution after performing the instrument Self
Test Procedure (Section 4.2.6). Leave the Waste bottle empty.

Check that each bottle cap is securely fastened and that no sensor wires are crossed. Note
that the Waste bottle has short sensor leads in order to detect when waste is nearly full.
Rinse and Wash bottles have long leads in order to sense when bottles are nearly empty.

Figure 2.2.3-2 Install Prime Bottle

&% eurofins
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2.2.4 Wash Head Installation

When the instrument power is turned on, the probe arm will be raised up in order to allow
installation of the wash head. More detailed and troubleshooting information are in Section
7.1.2 Alignments.

Wash head installation location

Install the 8 way wash head (found in the accessories carton) to the wash arm using the
two attached thumbscrews (A). The center screw (B) is factory set — do not adjust.

A B A

A CAUTION! L'’ATTENTION! A

CAUTION! Do not adjust the center screw (reference close up view in
Figure 2.2.4-2). It has been set at the factory. Too much pressure on the
top of the wash head will cause the aspiration needles to shift out of
alignment with the washer opening in the X-Y cover.

Contact Technical Support for guidance if you experience aspiration
problems.

The probe performs a self-clean periodically while the probe is idle. Keep hands away from
the probe at all times when the instrument is ON (I).
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The luer fittings must face outward (toward the user), and the color-coded fittings on the
tubing should be fastened finger-tight to the wash head.

Thumbscrews (2)

Luer fittings

Figure 2.2.4-1 Wash Head Installed

The center screw (B) is set at the factory; it has been adjusted such that the spring-loaded
pin (C) exerts constant downward pressure on the top of the wash head.

Figure 2.2.4-2 - Close up view of thumbscrews (A),center screw (B), and spring-
loaded pin (C)

Before running the instrument for the first time, perform Self Test, Section 4.2.6.
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2.2.5 Software Installation and Computer Connectivity

IMPORTANT NOTE! As with many USB devices, it is critical that you do not connect the USB
cable to the instrument until the software has been installed. Doing so may affect the installation

of the applicable drivers needed to run the CAAS Manager Software.

Follow the steps below to install the software and connect to a computer.

Turn on the computer and insert the installation CD or USB drive. The installer should start
automatically.

If not, or if the software is on a USB flash drive, locate the software by searching from the
Windows start button. Double click to open the CAAS folder.

Locate the setup.exe file Abraxis RE
up.exe file --- N
right click and SZIect "RuUN I55etupPrerequisites
as Administrator...“. Follow System32
the prompts to install the | Temp
program. kL win
Windows
0x0409.ini

‘@»‘Abraxis Manager.msi

setup.exe :
» Setup.ini \ ; Open

B | windowslInstaller-KBg93... | “¢  Run as administrator

Figure 2.2.5-1 Install the software

Connect the power cord to the instrument and then to an approved power source. It is
strongly advised that an Uninterruptible Power Supply (UPS) be used to avoid power
interruptions to the instrument and to the computer.
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Software Installation and Computer Connectivity (Continued)

There are 2 important steps to take when installing, and then using, the Manager software
on Windows 8 or 10 computer systems. You must install and run this program as
Administrator for all the software features to be installed correctly. When installing the
software make sure you right click on the setup file and select “Run As Administrator” as
shown in Figure 1. After installing the software for the first time, open the icons for both
Manager and Assay Editor as administrator.

1. Toinstall Manager program E (setup.exe) —right click on “Run as Administrator”.
e
2. To open the Manager and Assay Editor =/ icons — right click on each one
and select “Run as Administrator”.

| General Shortcut | Compatibiity | Securty | Details

e | Opep
u = ) ChemWell Manager
]
{34l ¥ | = ik g :
MWW Troubleshoot compatibility Target type:  Application
S . Target location: ChemWel RE
0 | Pinto Start & i
Target "C:\ChemWel RE\CWMgr.exe"
Scan for Viruses...
Start in
Share with ’
Shortcut key: | Mone
Pin to Taskbar
Run: Nomal window v
Send to ’ Cimment
Cut Open File Location Change Icon.
Copy Advanced Properties
Paste
Choose the advanced properties you want for this shortcut.
Create shortcut
Delete Run as administrator,
This option allows you to run this shortcut as an
administrator, while protecting your computer from
unauthorized activity.
|Run in separate memory space

Figure 1
Cancel

Figure 2

NOTE: Sometimes, running the software for the first time as administrator is all that is
needed. However, on some computers, you need to always run as Administrator. You can
set the “Advanced” properties of the software icons to always Run as Administrator without
having to remember to right click each time. To set Icons to ALWAYS run as administrator,
click on Properties (Figure 1). A new window will open. Click Advanced and then click the
box next to Run as Administrator (Figure 2).
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The program default communication port setting for USB is AUTO for communication with
the instrument. If connecting the instrument to a different port, go to the Settings Menu and
select Software. Select a communications port and click OK. Reference Section 7.4 for
further information on communication port settings.

Steps

Prompts/Screen Display

Reset Security Settings Defaults:

This window will open when the
software is installed for the first time. It
allows the user to reset the software
security settings to the default settings
“Admin”, or to set new User ID and
Password.

(If this is the first CAAS software
installation, clicking either button will
reset the default password “Admin”.)

#7 Reset Security Settings to Defaults El

This window allows you to reset Analyzer Software security settings to defaults.

Click [YES] only in case you FORGOT your ADMIN PASSWORD for Analyzer Software.
(Please do not confuse itwith Windows Admin password.)

Admin password for Analyzer Software would be resetto default 'admin'

Itthis is the first Analyzer Software installation, you can click either button,

| Reset security settings to defaults?

KO

Figure 2.2.5-2 Reset Security Settings to Defaults

Right click on the CAASicon !
and “Run as Administrator” to run the
program.

At the Login prompt, enter Admin in the
User ID: field, and the Password field,
Select OK.

Using the USB cable provided, connect
the computer's USB port to the
instrument’s USB port.

User ID:

Cancel
Admin
Password:

Figure 2.2.5-3 At Login prompt enter Admin

NOTE: When starting the software for
the first time the software prompt will
ask if there is a washer.

Answering “N0” when an instrument
does have a washer will resultin a 511
error code (Wash Movement Error)
when a wash command is called.

{ '_""-.I Please confirm: Does your instrument have a washer and bottles?
&Y' (NOTE: Choose No if this is a Chemistry-Only machine.)

Figure 2.2.5-4 Washer Questions
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2.3 Instrument Check Out

Connect the power cord to the instrument and then to an approved power source. It is strongly
advised that an Uninterruptible Power Supply (UPS) be used to avoid power interruptions to the
instrument and to the computer.

-~

ci@e @

/ T~
@ Reset Button

USB Port

External Power C_ord
Protective Connection
Grounding

Terminal

Figure 2.3-1 Back of Instrument

With the instrument connected to a computer, start the CAAS Analyzer software, and switch on
the instrument. When the instrument powers up, note the following actions:

e The probe moves to its home position (to the left), over the plate, and then to the wash cup
e Allracks move to the front (home) positions

e The syringe pumps prime

e The instrument optical system lights come on

These events are controlled by firmware installed in your instrument; however, the software must
be running for proper operation.

If the instrument’s power comes on, but these actions do not occur and the beep sound
continues, there is a problem with the communications setup. Check the serial cable connections
and refer to Section 7.4 PC Communication Port Settings.
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Notes:
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3. Principles and Specifications

Two syringe pumps are used to make precise dilutions. Based on the volume required, selection
of the appropriate size syringe is made automatically made by the instrument. The smaller
syringe measures volumes of 230uL or less. All dispenses are performed by the large syringe.
The single probe moves left and right as well as vertically. It is equipped with a liquid surface
detection mechanism that stops the probe automatically when the tip is sufficiently submerged.
Probe washing uses de-ionized H>O from the prime bottle and drains to the waste bottle below

the instrument.

The plate and two racks move independently toward the front and back of the instrument.
Commonly referred to as a “Reagent rack”, a “Sample rack”, and a “Reaction plate“. However,
reagents can be placed in the Sample rack, or two racks can be used to perform pre-dilutions.
Each rack has an arrangement of holes or grooves configured to hold different types of tubes,
bottles, micro tubes, microwells, and other containers. Racks are identified in the software in
order to tell the instrument which configuration is to be used.

B ue [ A .0 ] T
Graphic display of Reagent Rack1, Rack2 and Plate from Layout screen

The incubator plate/well can be set to heat to 25°C, 37°C, or remain at ambient room
temperature. The plate/well will heat to 25°C providing the ambient room temperature is below
25°C. (It should be noted that the option of heating the plate/well to 25°C should only be used
when the ambient room temperature is consistently below 20°C.)

When the probe carries a reagent to an incubated reaction plate, the temperature-controlled coil
can be set to pre-warm the liquid before dispensing.

Reagent racks can be loaded and unloaded with bottles from run to run. The location of each
reagent is indicated using a color-coded computer screen. Alternately, preferred reagent rack
setups can be stored in panels. For convenience, multiple pre-loaded racks can be stored in the
refrigerator ready to load and use.

When taking an optical reading, the reaction plate automatically positions itself under the 4-
channel optical system. Four lamps are aligned to simultaneously shine down through four wells.
A filter wheel with eight filters rotates constantly below the plate. The filter wheel is designed so
that four filters align with the four lit wells for absorbance readings.
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Depending on the setup, reports may be displayed or printed to create permanent lab records
and physician reports.

3.1 Continuous Loading

Continuous loading allows the addition of tests and samples "on the fly" (while other tests are
currently running) instead of collecting a batch of specimens for a run. Calibrators and Controls
can be loaded at any time, allowing updating of stored curves or validation of tests when needed.
If tests associated with the newly loaded Calibrators are already running, the Sample
concentrations for those tests would be automatically adjusted for the new curves without any
user intervention. Results for individual Samples can be accepted or re-run for verification, simply
by clicking a button - it is no longer necessary to setup another job to re-run your samples.

3.2 Technical Specifications

Overall:
Maximum throughput Up to 200 endpoint reactions per hour or 170
kinetic reactions per hour, kit dependent
Typical reaction Volume 250 uL or less
Dimensions and Weight 36.25" (92.1cm) width,18.75"(47.6cm) height,
21.5"(54.6cm) depth; Weight = 78Ibs (35kg)

e Reagent and Sample Dispensing:

Capabilities: Dilutions, predilutions, dispensing
single or multiple reagents

Pumps: Two syringe pumps, sized: 250puL
and 2.5mL

Probe: 316 stainless steel for maximum
reagent compatibility, level sensing

Minimum and Maximum Volume: 5l —1.95ml

Maximum number of specimens: 96 (including calibrators and controls)

Maximum number of reagents: Typically 27 or 44

0 Assorted replaceable racks and custom
designed racks are available for various bottle

sizes.
0 Reagents can also be programmed to go to the
Sample rack.
Reaction vessel: Standard microwells, strips
Instrument bottles: 1L Priming bottle

NOTE: If microplate washer is present included are: a) 2L Wash bottle w/ low volume warning
sensor, b) 1L Rinse bottle (or 2m wash) w/ low volume warning sensor, and c¢) 2L Waste
bottle w/ full warning sensor.
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Technical Specifications (Continued)

Incubation, timing and temperature control:

Chemistries:

Thermal control:

Each group of four wells is timed separately

Plate/Well 25°C, 37°C, or ambient temperature

0 Temperature controlled to 25°C providing the
ambient room temperature is below 25°C

0 Refrigerated Reagent Rack (optional) cools 12° to
15°C below ambient through Peltier thermoelectric
modules connected to an external controller

0 Sample Rack is not temperature controlled

Washing (if microplate washer is included):

Wash Head:

Programs:

Reading:
Optical design:

Light Source:

8 position filter wheel:

Interference filters:

Linear range:

Photometric Accuracy:

Software:

Format:
Operating Systems:

Minimum System:

Recommended System:

% eurofins

8-probe, automatic prime and rinse
Create and run user programmable protocols (aspirate,

dispense, and soak). Can wash wells for re-use as
applicable

Reads absorbance in four simultaneous channels;
NIST traceable calibration; user selects
monochromatic or bichromatic results

Tungsten-Xenon lamp
340, 405, 450, 505, 545, 600, 630, 700 or custom

Long life, hard coat, ion-assisted deposition, +/-
2nm, 10nm typical half band pass

-0.2 to 3.0A

* (1% of the reading +0.01A from O to 1.5A)
* (2% of the reading +0.01A from 1.5 to 3.0A)

USB and Internet upgrades
Windows® 7, 8.1 or 10

MS Windows® 7, 8.1 and 10 (32 bit), Internet Explorer
11, 1GHz processor, 1GB Ram; CD or DVD rom, USB
2.0 port, Ethernet port or Wi-Fi card

MS Windows® 7, 8.1 and 10 (64 bit), 2GHz
processor, 4GB Ram; DVD R/W, USB 2.0 port,
Ethernet port or Wi-Fi card
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Technical Specifications (Continued)

Secondary menu options:

Calculation modes:

Self monitoring modes:

QC options:

USB port:

Power:

Voltage Range:
Frequency Range:
Power Maximum:
Installation Category:

Create/edit protocols, import/export data, etc.,
Control, Run, and Setup

Single standard, factor, fixed time kinetics, kinetics by
standard or factor, multi-calibrator point-to-point, linear
regressions, log-logit, cubic spline, and nonlinear
regressions (curve fit), cutoffs, %Absorbance

Lamp, bottle volume, filters, pressure, vacuum,
mechanical function, and more

Store control data, print Levey-Jennings or QC
range plots, calculate SDs

USB cable provided

100-240VAC
50-60Hz
160W

CAT I

. Recommended Environmental Condition:

Indoor Use
Mains supply voltage:

Operating Temperature:
Operating Humidity:

Fluctuations not to exceed +10% of the nominal
voltage

18-35°C recommended

Less than 80% recommended

NOTE: Although it may be safe to operate in these conditions, it may not be
suitable for the performance of your tests. Check with your reagent supplier.

Certifications: NRTL Listed

24
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4. CAAS Software and Features

4.1 Opening the Software and Security

® ®
CAAS uses the standard Windows controls, windows, and dialogs. Refer to Windows
documentation to become familiar with these controls and how to use them.

4.1.1 Opening the CAAS Manager Program
Power on the instrument.

Right click on the CAAS Manager icon
software.

and Run as Administrator to open the

NOTE: It is not necessary to turn the instrument off when restarting the software.

4.1.2 Initialization

Initialization establishes communication between the software and the instrument and will
occur each time the program is opened. If Initialization fails at any point, an error message
will display.

NOTE: Initialization may also be executed without restarting the software by clicking on the
Initialization icon (see Main Menu Selections and Features section for more information).

After all functions have been checked, press OK to continue.

Initializing...Done

' Load Assay Files

Open Serial Communication Port
Connect and Retrieve Parameters
Check Bottles

Check Lamps

A Y

Start Changing Temperature

Figure 4.1.2-1 Initialization Screen

4.1.3 Password Security and Logging In
There are three security access levels: Administrator, Manager and Operator.

Security Level Administrator Manager Operator

Disable Security
Enable Security
Create Manager
Create Operator
Remove Manager
Remove Operator
Change Password
View Log File

<|<|=<|=<|=<|<]|=<|<
zl<|<|z|<|z|z|z
z|<|z|z|z|z|z|z

Figure 4.1.3-1 Security Levels
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4.1.4 Security Menu Options
Enabled When Enabled is checked, the password protection and security restrictions are
being used.

The instrument can be set up with or without a password security system.

= To remove the password security system so that a login is no longer required, go
to the “Security” menu and uncheck “Enabled”.

=  With “Enabled” checked, the security system is on. Only Administrators have

access to this option.
B

Securig Help
v Enabled

Lag in as different user
Log out

Create New User
Remove Lser
Change Password

Wha is logged in
Wigw Log File

Figure 4.1.4-1 Security Menu Options

= Login as Different User displays the Login screen and allows you to login with a
different name and password.

= Logout logs current user out of the system.

= Create New User creates a new user with 1D, password, and security level. The
manager can create users, but will only be able to give them operator level security.

= Remove User Administrators can remove any user, Managers can only remove
operators.

= Change Password Any security level can use this feature. Enter the old password
followed by the new password.

= Who is logged in Security access window appears to show who is logged in and
their access level .

= View Log File opens a log of every user name that has logged on, including a time
and date stamp and a running count of entries.
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4.2 Utilities Menu

Before running any tests or jobs, the instrument must be aligned and setup. Use the procedures

in this section to ensure that the instrument is ready to work properly. Also refer to Section 7.1 for

tips on alignment troubleshooting.

4.2.1 Alignment

Probe vs. Rackl WEWEEN Security  Help

Blue arrows Probe vs. Hackl >

move the
probe Side-

to-Side 1-1-| . | *> | -u|

Red Arrows

x move the
rack
4

the probe backward
Up and and

Down 2 forward
To check the 5 3
= &

Green g
arrows move
4

current
alignment,

click the \ 4;?’
probe
button.

Figure 4.2.1-1 Probe vs Rack1
Use the arrow buttons to position the probe correctly.
The probe tip should be centered about 3mm above the rear pin, as shown.

To check new alignment, select “Test”. When finished click “Save”, then click “Close”.
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Alignment (Continued)

Probe vs. Rack 2 — Step 1 of 2

Itilities

Alignment k

Security  Help

Channel Blank. ..

Blue arrows
move the “"l - | » | "”I Red Arrows
probe Side- mO\k/e the
to-Side 3 : rac
»> backward
t & + and
¢ forward

Green & / 'd' '
arrows move 3 »
the probe $
Up and
Down '!;T

Figure 4.2.1-2 Probe vs. Rack 2
To check the current alignment, click the probe button.

Use the arrow buttons to position the probe correctly. The probe tip should be centered
about 3mm above the rear pin, as shown. To check new alignment, select “Test”. When
finished click “Save”, then click “Close”.

Probe vs Rack 2 - Step 2 of 2

This step prompts to replace
Rack 2 and place a sample
cup in position number 96 in
the back of the sample rack
(view Figure 4.2.1-3).

NOTE: Select “Close” to pass
the option to set an alternate
depth. Otherwise, select the
probe button.

Use the green arrow keys to
move the probe until it almost
reaches the bottom of the
sample cup. When the correct
depth has been reached click
Save and then the Close
button.

Probe vs. Rack2 [Step 2 of 2]

Mow load Rack?2 back, and put a zample cup in
pozition 96, Uze buttons to adjust the masimum probe
depth.

]|

TETI
=

|9=[|¢¢ & |¢» e

Save |

Figure 4.2.1-3 Step 2 Adjust Probe Depth for
Rack?2
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Alignment (Continued)

Probe vs. Plate

BEEEN Security Help

Aligriment 3 Probe ws, Rackl...

Probe ws, Plate. ..

Blue arrows
move the
probe Side-
to-Side

Red Arrows
move the
plate
backward
and

forward

Probe ¥s. Plate [

o] o]l

- -
W k]
;] &
= I
I‘
Please wait...
Tiest Save Claze

Figure 4.2.1-4 Adjust Probe Position for Plate

Press “Test” to confirm.

Insert a plate or strip tray into position when prompted.

To check the current alignment, click the probe button:

When finished, click Save and then the Close button.

Use the arrows to move the probe into the correct position.

Green
arrows move
the probe
Up and
Down

The probe tip should be centered in well HO1 and almost touching the bottom.

&% eurofins
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Alignment (Continued)

Probe vs. Wash Cup

WEINEEN Security Help

Alignment >

Channel Blank. ..

Self Test...
Filter Ynlranes. ..

Probe ws, Rackl...
Probe ws, RackZ...
Probe vs. Plate...

Probe vs. Wash Cup...

Blue arrows
move the
probe Side-
to-Side

Probe vs. Wash Cup

ﬂl#l lillilil

Fleasze wait...

X

Green
arrows move
the probe
Up and
Down

S ave I I

Figure 4.2.1-5 Probe vs. Wash Cup

Press the probe button. ﬂ

The probe will move to the center wash position and lower into the cup.

When finished, click Test to check new alignment.

When aligned, click Save, then Close.

The probe tip should be centered in, and at the surface of the small, center wash cup.

If it is not in position, use the arrow keys to move the probe into position.
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Alignment (Continued)

Washer vs. Plate AN Security  Help
Channel Blank... Probe ws, RackZ. ..

Probe vws, Plate...
Self Test...

Filter Yolt Prohe v Wash Sk,
fLer voltages. . Washer vs, Plate...

asher ¥s. Plate x|

Blue arrows “l du | L | 'lr'll

move the

plate Side- Green

to-Side arrows move
the wash
head up and

Red Arrows down.

move the

plate

backward

and ﬂ Fleaze wait...

forward

| Test | | Save | | Cloze I

Figure 4.2.1-6 Washer vs. Plate

Insert a plate or strip tray when prompted. Click the probe button. L‘
The plate will move under the wash head and the wash head will lower into the wells.

The plate and wash head should be positioned so that the aspiration needles are
centered left to right, toward the back of the wells; touching but not pressing on the
bottoms of the wells.

Use the arrows to position the wash head correctly.
When finished, click Test to check new alignment.

If aligned, click Save, then Close.
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Alignment (Continued)

Rack?2 Dispense Height

purposes.

NOTE: This adjustment is
used to select the dispense
height when dispensing to a
sample rack for pre-dilution

Litilities

Security  Help

Alignment »

Channel Blank. ..

Self Test...
Filter volcages. ..

Probe vs, Rackl...
Probe vs, Rack2, ..
Probe vs. Plate...

Probe ws. Wash Cup...
wrashier vs, Flates
Rackz Dispense Height. ..

Dispense “High”
is normally used
for dispensing a
large volume of
diluent. (These
settings are
specified when
programming the
assay in Assay
Editor.)

the probe up and down.

RackzZ Dispense Height i

— Dizpenze "High"

+
o =
&

Save

— Dispenze "Low"

+
;[r" oteet ]
+

Save

Fleasze wait. .

Cloge

Figure 4.2.1-7 Rack2 Dispense Height

Click on Save to save new settings, then Close.

Dispense “Low”
is normally
used for
dispensing
small volumes
such as serum
to a predilution.

Use the top set of three buttons to select the “High” dispense height, and the bottom set
of three buttons to select the “Low” dispense height - the up and down arrows will adjust

Low should be set inside the tube to eliminate splashing and loss of sample.

High should be set as high as possible to thoroughly mix the sample/diluent, but not high
enough to cause reagent foaming.

Test with your particular reagents for appropriate dispense heights.
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4.2.2 Display Instrument Parameters

Choose Display Instrument Parameters from the Utilities>Alignment menu. Notepad opens
and the following text displays:

B Instrument Parameters. txt - Notepad
File Edit Format Wiew Help
5/5/2009 2:36:21 PM

'PARM

-Parameters

0 Sern N=SIM1

-1 Rack1 Y=0306, X=0282
-2 Rack? Y=0307, X=0786
-3 Disp Y=0198, X=1382

4 Read Y=0460, X=0135
5 Wash Y=0142, X=0198
£ Wcup X=1075, Z=0070
- WshZ z=0075

- Welz Z=0100

- Maxz z=0297

8 Syrn L=2500, S=0050

- Psen S=0130

- Vcal v=0120

Figure 4.2.2-1 Example of Instrument Parameters.txt Notepad file

This file can be saved and/or printed or filed for future reference.

4.2.3 Restore Instrument Parameters
Select restore instrument parameters to restore parameters from the copy saved at the last

initialization.
' | |"\
Restore Instrument Parameters . 28 J
g B Restore instument parameters fram the saved
i & Coe

Choose a senal number ta restore parameters., »

Abart ‘
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4.2.4 Start of Day
Running Start of Day at the beginning of every workday is recommended. Reference
Section 10, Appendix B - Solution Compositions.

Check the bottle volume levels: empty the Waste bottle if necessary; empty the Prime
bottle and refill it with fresh deionized water.
From the Routines Menu, select Start of Day

Management | Foutines Lot# Registration  QC Tracki

e 200

The sample handling system will be primed with Start of Day window will display
deionized water. The washer (if applicable) will be
primed with wash solution and the lamps will turn on. Routine

NOTE: Observe the fluid handling system and E Routine - Start of Day. Please wat..
ensure there are no leaks.

| Abort |

After running the Start of Day program, visually check the sample handling tubing and the
syringes for the presence of any bubbles.

If bubbles are present, repeat the Start of Day program, tapping the tubing where the
bubbles are present.

If this does not eliminate trapped bubbles, perform the Weekly Alcohol Cleaning procedure.

4.2.4.1 Weekly Alcohol Cleaning
Perform this procedure to purge the tubing of trapped air bubbles.

Replace the prime bottle with a bottle containing 70% Isopropy! Alcohol.

From the Routines Menu, select Prime Syringes

Management | Routines Lot# Redistration  QC Tracki

ng E‘ Skart of Day [H_l @

End of Day

[ Histg RS ERARE
Prime Syringes =

When the cycle is complete, replace the
bottle containing 70% Isopropyl Alcohol
with the prime bottle containing fresh “ Fioutine - Prime Syringes. Please wait...
deionized water and repeat the “Prime

Syringes” procedure.

Routine

| Abort |
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4.2.5 Channel Blank
Tips and troubleshooting information can be found in Section 7.1.3.

A Run Start of Day before performing Channel Blanks!
CAUTION

Lkilitie:s

Security  Help

alignment k
_hannel Blank. ..

Figure 4.2.5-1 Select Channel Blank

This will allow the user to blank the four photometer channels on a wetted optically-clear
solution (example blanking solution included, 0.1N NaOH with 100pL Triton X-100/L). The
software will display which wells it will be using for channel blanks (preferably, use a new
set of wells), and then prompt to put Blanking Solution in position 1 of Rack 1.

Never use plain water!

Reset Channel Blank
Blanklng Please load wetted material to Rack1:1 and make sure wells
Solution in A.DO1.AD04 and D04, are all empty. Click Start button to wn.
" 4 Wells used
Position 1 of Frack] Plate
Rack 1 HGTEDCE 2 for Channel

DDD\:‘ Q000000 0] Blanks
DOODO0D00:

DOOD | sseeesss:
DOODOOD004

OO0 | 88888888::
DOODOOD0O0s
DOOQDOQDOo07

OO O OO Q000000 00s
oO00O0OD00s

OO O OO Q000000011

C)C)C)C)() oO000O0D0 1L
DO0D00D0 12

[Hesult
Results A0 06, D01 20,0012 A0-0 DonE DO

Figure 4.2.5-2 Reset Channel Blank

The instrument will then pipette the four blank wells, read, and store them, then do a
reading to confirm the results. The absorbance values of the readings will be displayed and
should be 0 £ 0.0050A. These blanks will be automatically subtracted from absorbance
readings. The result of the reading will be displayed in the bottom of the window.

If one of the values is not between 0 + 0.0050, follow the instructions and try doing channel
blanks again. Do make sure there are clean wells in the positions indicated to run channel

blanks again. If the user continues to obtain incorrect channel blanks, notify the instrument
service provider.
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NOTE: Be sure to replace the caps on the Performance Kit bottles after running Channel
Blanks.

4.2.6 Self Test
IMPORTANT! Only clean, preferably unused, wells should be used for the self test.Any
residue or smudges on the bottom of the wells will cause the self test to fail.

Tips and troubleshooting information can be found in Section 7.1.4.

Self Test presents the user with the status of the instrument and records the data into the
Self Test log in Notepad.

From the CAAS Manager main screen, select Utilities, followed by the Self Test option.
Load “NaOH Diluent” in Rack 1, position 1. Place “PNP” in Rack 2, position 1.

Be sure to use an empty plate!

mm Security  Help

Alignment 3
Channel Blank. ..

Self Test..,

Press Start to execute Self Test.

Self Test will pipette and read repeats of three volume levels of a dye spanning the linear
range of the photometer. The report will print out the results. Use the Performance Kit
included with the instrument. (Refer to Section 10.2 Reading Solutions.)

Self Test

Flease load "NalH Diluent" in Rack1:1, "PMP" in RackZ2:1, and make sure the plate iz empty. Then
click Start buttor to un.

Rackl Racka Plate:

12345678 HGFEDCEA&L
DDD QJooQo0000s QOQOQQQT0
0000000015 | OOOOOOQD0:
LI | e9cccace:: | 6669060
CO000000sz | OOOO0DO0Ds
DDDD 0000000040 | | 00000000 0s
CO0000004s | OOOOOOO00s
OOOOO QQoQ0O0000ss QOOOO0O00o7
Q0000000 | OOOOOOQQ0s
Q0000 Q0000000 | OOOOQOQ0s
Q0000000 | OOOOQO00 10
00000 Q0000000 | 000000011
00000000 | OOO0ODOD 12

—Result

Test Progress:

s [ oo || coss

Figure 4.2.6-1 Self Test

Check the %CV. All results should be less than 2%CV, except the 5ul (small) sample
should be less than 3%CV. If you encounter a higher %CV, or increasing %CV over time, it
may indicate that cleaning is necessary.
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Self Test (Continued)

Self Test creates a log in Notepad that can be printed out. Self Test performs an

instrument test and provides a reading on the status of Blank, Pipetting, Photometer/Plate

Positioning, Temperature, Blank Abs, Filter Volts, etc. NOTE: If standard filters are not

installed, the instrument will select the most appropriate of the available filters. The screen
will track the progress of the test.

NaOH
Diluent

Results

h¥

Once the Self Test is completed, press the Details button to open the Self Test log in
Notepad. The Self Test log displays the date, time, status of Lamps, Blank, Pipetting

Accuracy, Photometer/Plate Positioning, Temperature, Blank Abs, Filter Volts, etc.

IMPORTANT: Make sure to put the PNP solution back in the plastic container!

<& eurofins

Flease load "MalH Diluent” in Rack1:1, "PHP" in Rack2 1, and make sure the plate is empty.
Then click Start button to run.
Fiackl Rack2 Plate
1l z 3 4 5 6 7 8 HEZFEDICLCEA&L
D\:\\:\ Boocoolod e ooooooooo
[sRsReRR RN RRT OoeooeOTo:
DDDD DO00000 0 DoDo@D 0%
OO0 oO0 00 SoooD0000e
OO oOD 0w SORoO800s
SOoOo8oO@s
Sooooo0D
OCOO00O 69690900
- a9
QOOQO y Self Test PASSED BRBHOOH6 1
CoCCoooon
OO0O0O0 00000060
Fiesult
BT ok
. . Smzll Sample Medium Sample Large Sample
Pipetting Accuracy: oK oK ok
Photometer/Flate Positioning: Ok 0K oK
FASSED
Test Progress:
ANEENNRNENENEEEEE | | [ o

Figure 4.2.6-2 Self Test Finished

[Monday, July 22, 2019, 10:18

bamps - oK
i lank - 0K
small Sample Mediun Sample Large Sample
Pipetting Accuracy: oK o oK
[Photometer /Plate Positioning: o oK oK
PassEn
0E TATLS :
(6.4.1.1038/4034/1.00/0.95)
Temperature at start: 22.1 *C Temperature at end: 22.9 *C
jelank Abs: -0.0013
Filter volts: 700 340 630 600 545 505 450 405

- Channell 6.0270  4.9350 5.9770 6.3470 7.1740 5.1740 6.2620 5.9710
- Channel2 6. 8050 5.5800 6.7170 7.08:

- Channell 5.4900  4.7530 5.5030 5.8 . . 9 .

- Channeld 6.1120 4.7930 6.0580 6.4300 7.2910 5.2280 6.2440 5.8360

SBLK:
- Blank 1 0.3140 0.3730 0.3180 0.3200 0.3250 0.3270 0.3360 0.3420
Blank 2 0.3230 0.3820 0.3260 0.3280 0.3330 0.3340 0. 3440 0. 3490
- Blank 1 0.3180 0.3770 0.3210 0.3240 0.3270 0.3300 0.3390 0. 3460
1 4 683' 0.3120 0.3140 0.3200 0.3210 0.3310 0.3380

= Blanl 0.3090 0.3
Elank Stored: 2/5/201% 2:11:4%
| Type well Chn  Readings (405%/630) Mean S0 YV

BT ank ADL r4 0.0002 -0.0006 -0.0005 -0.0006 0. 0.0004 0.0003
Do1 3 0.0022 -0.0016 -0.0014 -0.0012 -0.0014 0.0016  0.0004
AD4 1 0.0020 -0.0020 -0.0020 -0.0026 -0. 0.0022  0.0003
o4 4 0.0007 -0.0006 -0.0012 -0.0010 -0.0012 0.0009 0.0003

small BO1 2 0.6381 0.6384 0.6390 0.6391 0.6396 0.6388 0.0006 0.0930
[0 El 0.6511 0.65%07 0.6511 0.6511 0.6520 0.6512 0.0005 0.0736
BO4 1 0.6420 0.6476 0.6429 0.6430 0.6434 0.6428 0.000% O0.0811
Fo4 4 0.6429 0.6476 0.6427 0.5643% 0.6439 0.6431 0.0006 O.0869
ol 2 06539 0.6539 0.6539 0.6546 0.654% | 0.65%42 0.0004 0.0547
Fol El 06571 0.65%3 06564 0.6569 0.6570 | 0657 0.0005 0.0766
o4 1 06395 0.6407 0.5402 0.56406 0.6410 | 0.6403 0.0006 O.0870
o4 4 0.6462 0.6461 0.6469 0.6470 0.6471 | 0.6467 0.0005 0.0730

Figure 4.2.6-3 Example of Self Test Log in Notepad
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4.2.7 End of Day

NOTE: It is important that you place deionized water in the Rinse bottle prior to
running End of Day

Place a bottle of IN HCI in Rackl Position1.

From the Routines Menu, select End of Day and follow the prompts

Management | Routines Lot# Registration  QC Tracki

v Start of Day [ﬂ @
— End of Day —

'E Please lnad a bottle of diute bleach or equivalent cleaning solution (see manual) in Rackl::Position 1.

Also please Fill the Rinse battle with D1, water.

When you are ready, press OK ko continue.

Ok | Cancel |

This will completely clean the sample handling system, re-prime it with deionized water,

and rinse the wash head (if applicable) with deionized water. It is optional whether you turn
the unit off or not.

Routine

Routine - End of Day. Pleaze wait...

| Abort |
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4.2.8 Filter Voltages
Select Filter Voltages from the Utilities menu.

mm Security  Help

Alignment 3
Channel Elank...

Self Test...
Filter Yoltages. .,

Figure 4.2.8-1 Select Filter Voltages

Press the Test Current Voltages button to view the filter voltage readings for all four
channels at each of the eight wavelengths. (If nothing happens, wait for the automatic lamp
warm-up time.)

Filter Yoltages bod

Click the Test buttan to retrieve current filker woltages. You may want bo save current walues for quality control purpose. The data i=
dizplayed in the format of “"Current - Stored = Difference’”

Filkers | Channel 1 | Channel 2 | Channel 3 | Channel 4
Foo 2.927 - 6.893 = -3.966 2.5EE - 5.254 = -2.688 2.536 -6.413 = -3.877 2.671 - 6.680 = -4.003
340 2.428-3.530=-1.102 2.44E - 3.847 = -1.401 2.233-3.357 =-1.124 2.533 - 3.644 = 1.111
B30 5.035-6.453 = -1.424 4.382 - 5.009 = -0.627 4.293-6.112=-1.813 4.571 -6.300=-1.729
500 5.128-7.306 =-1.178 5.378 - 5.726 = -0.348 5.233 - 6.933 = -1.7E6 5.536 - 7137 = -1.601
545 4.946 - 6.612 = -1.6EE 4.3242 -5.249 = -0.907 4171 -B.258 = -2.187 4.497 - 6519 = -2.022
505 4.854 - 5.901 = -2.047 4.210 - 5.602 = -1.292 4.087 - B.628 = -2.601 4.422-6.812 = -2.396
450 5.BE8 - 6.495 = -0.827 5.236 - 5.588 = -0.352 4.800 - 5.209 = -1.509 5.322-B6.573=-1.257
405 4.568 - 6.228 = -1.660 4.39E - 6E.0E1 = -1.EE5 2.97E - E.0S2 = -2.022 4.435 - E.400 = -1.905

* The stored filker voltages data was saved at 11/17/04 7:56:26 Abkd.

I Test Current %oltages I | Sawe Current %oltages I | E #port Stored Yoltages I

Figure 4.2.8-2 Current Voltages Test Results

All filter voltages should be between 2.00 and 10.00. Lower readings might indicate that a
lamp is misaligned or partially blocked. Consult your Trouble Shooter Guide or contact your
instrument service provider if correct voltages cannot be achieved. The data storage
buttons on this window are for troubleshooting and are only used when instructed to do so
by service engineers. Click Close to exit.

If abnormally low voltage is detected, the user will be prompted to mark the wells read by
that lamp as “unavailable”. If not able to immediately replace the lamp at that time, allow
the software to mark the wells as unavailable until it can be replaced.
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4.2.9 Launch Assay Editor

Launch Assay Editor will open the Assay Editor when the option is selected from the
Utilities Menu.

Security Help

Aligrment »
Channel Blank. ..

Self Test,..
Filter Yolkages. ..

Launch Assay Editor

4.2.10 Launch Pack

The Pack application is used by technical support to troubleshoot problems. From the
Utilities Menu select Launch Pack.

mm Security  Help

Alignment 3
Channel Blank. ..

Self Test...
Filter Wolkages. ..

Launch Assay Editor
Launch Pack

Figure 4.2.10-1
The default setting is Pack LOG files.

Fackfunpack LOG files for trouble shooting at instrument level; packfunpack ROOT files for trouble shooting at
assey level, pack/Unpack other types offiles to do data migration

Direction

Fram [root folder) : 1C\ChemWeu REYFoot
(& Pack

Action Pack LOG files =
" Unpack 1 _]

To (pckfile) : 1C\ChemWeII R&\Roatywdick_log.pck

Cantent: Typeyour descrigtion

File Name |
¥ \LogsiMgr Console - 2015 log . i
B NOTE: Type in a

¥ \Logs\MorErrlog deSCfiption of the
¥ \Logs\OccFail log .
¥ \Logsireagent log prObIEm befOI‘e paCklng

the data.

[ Selectall

Progress

Figure 4.2.10-2 Pack Log files window
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Options include packing root files, log files, assay files, lot# files, and rack files.

Action |Pack LOG files -l
Pack A554Y files

Pack LOT# files
Pack BACK files

Figure 4.2.10-3 Pack Files

An individual file may be selected by clicking in the check box next to the file name, or all
files may be selected by clicking on the Select all checkbox.

The packed file will be located in the directory with the filename shown in the “To” display
box on the screen.The screen will display a message when the pack file operation has

completed.

4.2.11 Launch Report Creator

MM Security  Help

Aligniment
Channel Blank. ..

Self Test...
Filker Yolkages. .,

Launch &ssay Editor
Laurch Pack
Laurnch Report Creaktor

3

The Report Creator application allows users the opportunity to create unique formats for
their reports. Reference Section 6 for an overview and instructions on how to get started.
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4.2.12 Toolbar Icons

H @ HHHH )
S HEE B0 80O
1
1 2 3 4 5 6 7 8 9 10 11
Figure 4.2.12-1 Toolbar Icons
_ ltem
Feature: Description: No:
Initialize Press the Initialize icon to establish or re-establish communication 1
between the software and the instrument without restarting the
software.
Pause or Utilize the Pause/Resume Engine feature before adding more 2
Resume solution, changing bottles, or connecting tubing.
Engine
Pause or Press Pause Probe and the probe will finish pipetting and wash the 3
Resume Probe | probe before pausing. The probe will be paused until Pause Probe is
selected again; in the meanwhile, other tasks will continue.
Auto Wash Automatically washes plate after completion of tests. Available only 4
Plate in biochemistry mode.Refer to Appendix D
Reload Assay Use this feature after editing or creating new assays with Assay 5
Files Editor. The new or edited assays are then added to the list of
available assays.
Switch Mode Press the Switch Mode icon to switch between EIA and Chemistry 6
modes. Refer to Appendix D for information regarding Chemistry
modes.
Communication | Used for Service Purposes ONLY 7
Window
Calibration See Section 5.2.1 Calibration Event 8
Event
Lot # See Section 4.4.3 9
Registration
QC Tracking See Section 4.4.4 10
Sample See Section 4.4.5 11
Database
<% eurofins
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4.3 Manager Tabs

4.3.1 Layout Tab

This is the default window that opens when the user starts the software. It displays the
current status of the instrument including the temperature. Also shown are the currently
loaded racks and plate. The software automatically keeps track of which wells in the
reaction plate have been used.

| &

[H@ 83 DO ABO

Ingtimeet Sanns
Plots bsergrirabus

Fbe temparshure

Temparsur is changing
Fackl

1 Loading instruction
Unksiwn Wnsla botle Erngihy L Potitan Yohune

Hi deres e shema
Unknown ‘Winsh Dot Ful

Fooen Timpiratuny Ringe bote
Fimchi

7

layot [iE  Calibration amgle |8 Totlst [ Regen |
For help please check the pdf file in the install folder HUM

Figure 4.3.1-1 Layout Tab

Feature:

Description:

Item #

Status Window

The temperatures of the probe/coil and reaction plate are continually
displayed in the instrument’s Status Window. The temperature
reading of the probe coil and plate are only accurate near 37°C.

At normal ambient temperatures, the reported temperatures are not
accurate and often the displayed temperature of the probe coil and

plate do not agree and may report higher than the actual temperature.

When plate heating is turned off under Routines, so is probe coil
heating. When running room temperature assays, disregard the
displayed temperature values.

Go Home
buttons

Use these buttons to return to the home positions.

Reset buttons

Press the Reset buttons in Rack 1 and Rack 2 to reset rack as clean.
Press Reset under Plate to reset wells as clean.
If using this button, make sure that the positions are clean.

Any tests running that are waiting for clean well positions will continue.

&% eurofins
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Layout Tab (Continued)

Feature: Description: Item #
Save Press the Save button to save the rack layout. 4
Load Press the Load button to load a previously saved rack layout. 5
Wash Press to wash the wells. 6
Loading Verify names, locations and minimum volume requirements of 7
Instructions reagents, controls and samples as indicated.
e = Verify the
e location of all

e o s samples.

r Press the

! ‘Start Run’

button when

: finished

loading the

' racks.
The tests will
now begin.

owa [ 7 T & |
Start Run Select this button when ready to run tests. 8

4.3.1.1 Drag and Drop feature

oooooooooo
ooooocgoooooe~

Figure 4.3.1.1-1 Locations before and after

To use ‘drag and drop’ feature, place the cursor over the well to be moved. Reagent
and Sample locations can be changed using standard Windows® ‘drag and drop’ both
within their rack location and between racks. The Worklist, on the right side of the
screen, will identify the sample and reagent location changes that have been made.

<& eurofins
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4.3.1.2 Reagent Rack Assignments

Two reagent rack positions may be assigned in case one reagent bottle runs empty
during running assays, the instrument will automatically locate and use the second
reagent bottle. See the example below. Note, two assignments are the recommended
limit.

Temperaturé
Fackl

Puosition Substance Name ~
Afrazine Assay Buffer
Atrazine Conjugate
Afrazine Stop
Atrazine Color

AZE Caolor

ATX Antibody

ATX Conjugate

OO0

OOOdO0

ololelo]ONelerole)

MCT Antibochy j
MCT Antibody 2

Sestoel I

OO00®

L D o B ) R —

0000
o000
0000

MCT Calar 2
MCT Conjugate

W
MCT Conjugate 2 -
MCT Ohd Artibody

WMCT DM Colar =
MCT D Conjugate
™ MCT DM Stop

MCT SAES Antibady
L_Home | \CT SAES Color __Hore_| L

Rese MCT SAES Conjugate Reset

MCT SAES Stop
Sawve| MCT Stop Edit
MCT Stop 2
Losd. Micro Pratein Reagent

Cancel

1
L e B e B o B I o B e o B e B o e B e L

Figure 4.3.1.2-1
From the Layout Tab Click on the ‘Save’ button.

When the Save Rackl Layout screen opens, click in the ‘Substance Name’ field to view
the drop down menu options.

Click on the desired reagent assignment for position 1, repeat for an additional
assignment for position 2.

Save Rack1 Layout X

Fosition Substance Name ~

O . O O D 1 Atfrazine Assay Buffer
O . . . O z Atfrazine Conjugate
3 Atrazine Stop
O O 8 8 4 Adrazine Color
5 AT Colar =
O O IONG 6 ATH Antibody
7 ATx Conjugate
O O O O g ATH Stop
o0 O 9
O OO0 O 1
oQ O 1

Q000
QOO0
Q000

|Rack1 LayoutMNo.2 \d Save
|Custom Abraxis Fie agent Layout Cancel

Figure 4.3.1.2-2

The Rackl layout may be saved and given a unique file name for future use. Press
‘Save’ on the Save Rackl Layout screen when finished.
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4.3.2 Calibration Tab

[ . [=]x]
1@ 35 B0 2BOC ®\ /CZ> (3)

SAITORIN noincubate_dib Expired v 5 Paameter Logistic v \\/\

_ _ - - o 3
Curve [recent=white / cunent=blue / backup=gray], Contral [current=pink), Criteria: et TV Add calibration test.
Mame Ahsothance Caoncentration Interpretation \»‘:SSE‘Y MDdlE 5-Parameter Logistic Weight by:Mane Mame Reps
4715/2019 2.03:00 PH e ¢
T sTx 50 0001 &b R'2-0.95206, 00603 Joop YR FleLbottom e Mo tems to show.
I~ 5T%51d0 0281 Abs 01410 {140 R°2-0.36256, 16,816 | | st wodified On: - B/afania 155042 P01
I~ 8T 5Hd1 1.162 Abs R"2=0.95286, 68541 | | ast Modified By: Security disabled
[~ STXStd1 0577 Abs 08545 (47.C F*2-0.96296, 34530 | pormal: 0,020 - 0400
[T ST=Sd2 0.809 &bs R°2=0.96286, 48.414 | Units: g/l
[~ ST<Sd2 0.836 &bs [0.8225]{2.31 Fi"2=0.96286, 50.030 | # of dedmals: 3
" STHSd 3 1.047 &bs F"2=0.95286, G2E57 | Assay Description:  PH. 522558
[~ 5T 5 3 1.080 Abs [1.0635] {2.21 Fi*2=0.96286, 64.632 | Assay Substances:
[~ ST+ Std 4 287 Abs R"2=0.95286, 77.020 Controls:
[~ STXStd 4 1773 &hs [16300] {22 £ 106 104 Zahs stggﬁgtm‘ (0.060-0.090)
[~ ST SHdE 1691 &bs R"2=0.96286, 101.19 ;
= = ST¥ Std 0, Cancentration = 0.000, Minimurn number to use: 2
ISt 55 1.651 Abs [1.6710101.7) B AR ST¥ St 1, Concentration = 0,020, Minimum number to use: 2
STx Std 2, Concentration = 0,050, Minimum number to use: 2
41572019 2:03:00 PM P — P n
ST Contiol [0 0B00.030) 2.393 Abs > 0400 pgAl 143208 %0s, DULF orh o e umben e
ST Control (0.0600.080] 2.297 &b [2.3450] £2.9 1> 0.400 pol 1379637805, OUILE 7% atd 5. Coneentration = 0,400, Minimom number te ot 2
Curve valid interval: 7 days 0 hours
Axis Mode: ¥ = abs, ¥ = Log{Conc)

T ,

WIeview | Print Repart ‘ Factor: | 0% 55 ‘ | Load ‘ |
)
Cal\bration/"/f Sample |{§} Test List I‘i% Repoart

For help please check the pdf File in the install folder s}

Latyout

Figure 4.3.2-1 Calibration Tab

Feature: Description: Item #
Choose Use the drop-down menu to choose one of the assays from 1
Assay the list.

Curve Toggles between substances selected (calibrators, controls) 2
Button and calibration curves.

e Curve Based on Selected records - The curve based upon
the calibrators selected in the “Curve” box. Select
calibrators by clicking on the box to the left of the
calibrator name.

e Current Curve - When the desired calibrators have been
selected (as shown above), click on the Activate Selected
button to accept. The curve is displayed in the screen. The
current curve will then be used for sample calculations.
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Calibration Tab (Continued)

Feature:

Description:

Iltem #

Add
Calibration
Test
Information

Lists the calibrators and controls by name, copies required,
and whether or not they are valid.

Selections —

e Select the Curve option to insert a blank and a calibrator
for the assay into the work list. Select multiple times to add
more copies of each. This button is not active if the user is
running an assay that does not require calibrators.

e Select the Control option to add all of the Controls
specified in the assay. Press the button multiple times to
add multiple copies of the controls.

e NOTE: The user may also select calibrators, controls, and
blanks individually.

View
Results

View the calibration and control results in this area.

Activate
Selected
Button

To edit the curve, check the curve records (choose part of
curve records which look good to user), then click the
Activate Selected button.

This button will be enabled once the software calculates
(based on time, logic, math, etc.) a valid curve.

After activating new curve records, the current curve is
changed. The software will look at the test list to recalculate all
finished tests of this assay.

Discard
Recent

Upon accepting the new adjusted curve with the settings in
Strategy Settings set to Auto, the option to ‘discard recent’ is
no longer available.

However, if Strategy Settings remain defaulted to ‘manual’, the
user has the option to ‘discard recent’ and return to the
previous curve.

With Strategy Settings set to Manual, the new concentration
values will display, however, the original values remain,
allowing the user to ‘discard recent’.
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Calibration Tab (Continued)

Feature: Description: Iltem #
Print Preview | Preview calibration and control results before printing statistics 7
such as %CV, %Dif; mean values are also shown.
Print Report | Allows the user to print the selected assay. 8
Worklist Worklist items can be deleted, the worklist can be saved for 9
Buttons future use, the worklist can be selected to run, and the entire
worklist can be discarded.
Click ‘Save’ to store the current work list.
Press the ‘Load’ button to retrieve a previously
saved work list.
Choose any or all of the items in the work list
and click the ‘Remove’ button to delete them
from your work list.
Press the ‘Request’ button to go to the Layout Tab to load and
verify the locations of the reagents, calibrators, etc.
4.3.3 Sample Tab
A Abraxis Manager - [EIA Mode] — ] X
Management Routines Lot# Registration QC Tracking Sample DB Settings Utilities Security Help
Y 553 B0 AlO fg\
Enter Sample IDs Choose Tests: ‘Work List: (rack? ava\lab\e\s\_/ézﬁﬂ, selected samples=5) ~
1D (Tatal=10) Test Current Calibration Status 1] Tast Feps Factar
F-1 BANATOXIN Mo Curve M R ANATOXIN 2 1.000
R-2 AATRAZINE Mo Curve ™ P ATRAZINE 2 1.000
R-3 ACYLNDROSPERMOPSINMNG Curve M R CYLINDROSFERMOPSIMN 2 1.000
R-4 AGLYPHOSATE Mo Curve
R-5 AMICROCYSTING ADDA Mo Curve V P2 ANATORIMN 2 1.000
F-B AMICROCYSTING ADDA 5eNo Curve M Rz ATRAZINE 2 1.000
R-7 AMICROCYSTING ADDA 5¢No Curve v Pz CYLINDROSPERMOPSIN 2 1.000
R-8 AMICROCYSTING ADDA O Mo Curve @
R-9 AMICROCYSTING ADDA SiMo Curve ~ B3 ANATORIN 2 1.000
R-10 AMICROCYSTING DM Mo Curve M PR3 ATRAZINE 2 1.000
ASAKTOXN Mo Curve M PR3 CrLINDROSFERMOPSIN 2 1.000
=¥ ANATORIN 2 1.000
] ATRAZINE 2 1.000
D =] CvLINDROSPERMOPSIN 2 1.000
™ P ANATOXIN 2 1.000
< ¥ P& ATRAZ 2
™ SelectAl M PE LIN {%[u] 2
Add Numerical ID
Add Sample ID | <
J J g Selectall [v Remowve Export Calibrate ‘ Request
i Layout ]E Calibration Sample Test List ] Report ]
For help please check the pdf file in the install folder NUM o

4.3.3-1 Sample Tab

This tab can be used to set up a quick and easy work list.
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Sample Tab (Continued)

Feature: Description: Item #
Enter Press the ‘Add Numerical ID’ button to enter samples by 1
Sample IDS | number.

Add Numerical ID | 3 |
Mote
Prefis 'B-' will be automatically used to
differentiate numerical 1D with sample (D,
First D [1
Tatal: |1—
ok | Close |
Press the ‘Add Sample ID’ to choose a patient from the
Sample Database Setup (refer to Section 4.4.5).
Choose Click on one or more of the numeric/sample ID’s on the left to 2
Tests highlight, choose a test to run with the chosen IDs. Click on
the test and press ‘Add Test'.
Work List The Work List area of the screen lists the IDs and assays 3
assigned to each, the number of requested copies (Reps),
and a column labeled ‘Urgent’.
To add more copies to a test, highlight that row and use the
hidden pull down to change the number.
If it is important to run a certain Patient ID’s sample first,
check the ‘Urgent’ checkbox that corresponds with that
Patient ID.
Remove To remove a Patient, click the row and press the ‘Remove’ 4
button.
Export Press the Export button to send the Work List to a text file in 5
Notepad. Print the file from Notepad.
Calibrate Prepares calibration tests. 6
Request Press the Request button to open the Layout Tab. Verify the 7
location of all samples, and press the ‘Start Run” button when
finished loading the racks. The tests will now begin.
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4.3.4 Test List Tab

A Abraxis Manager - [EIA Mode] - (] x
Management Routines Lot# Registration QC Tracking Sample DB Settings Utilities Security Help
. CIET IS
[Highlight By NamefID.. v | [Highlight By Assay... ] [Current Step: Nane 1: O ®®oo
' Q@co
MName/D Agsal ime Left Absorbance Concentration Interpretation Mote Reference Position \:-L’ (Position7
[~ AT=Std0 ANATORIN i Rik1:23->A01 Name:ATX Stop
[~ AT=Std0 ANATORIN RK1:23->B01 O {4 AssayANATOXIN
[ AT%Sd1 ANATORIN FiK:24->C01 [T quzhziay]
[ AT St 1 ANATORIN RK1:24->001 O S@OOO00
[~ AT Std? ANATORIN RK1:25->E01 COO0000
[~ AT=Stde ANATORIN Wyaiting Rk1:25->F01 O [alaXugninlel
[ AT%SH 3 ANATORIN Waiting RiK1:26->G01 T
[~ ATXSd3 ANATORIN Wailing RK1:26->H01 BOO000 -
[ ATXStd 4 ANATORIN Waiting RK1:27->A02 FayaRaRsReRatt
[ ATXSd 4 ANATOXIN Waiting RK1:27->B02 00000 0
[ ATXS6 ANATOXIN Waiting RK1:26->C02 GOO00 D
[~ AT®Std 5 ANATOXIN Waiting RK1:28->D02 DOo000 D
[ AT Control ANATOXIN Waiting RK1:29->E02 QOO0 O
[ AT Contral ANATORIN Waiting RK1:29->F02 o000 0
[ R ANATORIN ‘Waiting RK2:01->G02 Sooooo
[~ Pl ANATORIN ‘Waiting RiK2:01->H0Z o000
Soo00
A—b) B E EOOHHEOG 05
’9 % 14 - Initial Abs 2
DA-Delta Abs
SD-5D of Abs ] oo H
LR - Linear Range b
...] - Mean result of duplicate tests QOO0000012
Selectal View Schecule | 2] wrars |
Layout Calibration Sample % Test List |§1 Report |
For help please check the pdf file in the install folder NUM (=]
F|gure 4.3.4-1 Test List Tab
Feature: Description: Item #
Layout Area | Indicates the location of patient samples, reagents, and 1
pertinent assays. For more information on a particular
substance, highlight it with the mouse cursor.
List Use the ‘Highlight by Name/ID’ drop down menu to highlight 2
a patient, or use ‘Highlight by Assay’ drop down menu to
highlight by type of assay. A list of all of the assays will
display. The Current Step that is running displays to the right
of the drop down menus.
Select All The ‘Select All' button selects all of the entries in the list. 3
Iltems may also be selected individually.
Action Click ‘Accept’ to accept the results of the selected ID. 4
buttons Select ‘Rerun’ to run the selected ID again.
Use ‘Delete’ to discard the selected ID
Check the Assay processing status by clicking on View
Schedule button.
Choose ‘Resume All' to continue the tests.
NOTE: Results must be accepted to allow them to be viewed
in the Report Tab.
Legend Used to identify the processes and results used by the 5
Used by software.
Software
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4.3.5 Report Tab

By default, the Report Tab shows the information from the most recent test run. However,
by clicking on the History checkbox it is possible to search by date, Name/ID ,test name or
Lot#, and to display those test results.

Results may be sorted by Completion Time, Name/ID, Test, or Interpretation.

Select the Magnifying Glass Icon to view Kinetic Trend Data.

A Abraxis Manager - [E1A Mode] - O X
Management Routines Lot# Registration QC Tracking Sample DB Settings Utilities Security Help 4
Hgs NEO HBO
r/\]_'}mm v 8 72018 amefD: | -] Lot# S
To: v & 7/2019 Test | =1 - ﬂ
Completion Time Narne/ID Test Absorbance Concentration Interpretation Note g Pogition Reading Lot# ~
[~ -B/10/2018 10:49.09 Ab 5
I STX3tdD SAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 %Abs RK2.01->A04@1 T=17 A=+0.0000 lihh
r STXSdD SAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 SeAbs RK2:01->B04@1 T=16,A=+0.0000 lihk
I STXStd1 SAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 %Abs RK2:.02->C04(@1 T=15A=+0.0000 lihh
r STH St SAXTOXN_noir0.000 Abs > 0,400 po/l 0.000 3eAbs FiK2:02->D04@1 T=14,A=+0.0000 likk
r STXSd2 SAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 SeAbs RK2:03->E04(@1 T=13 A=+0.0000 lihk
r STHSd2 SAXTOXN_noir0.000 Abs > 0,400 po/l 0.000 3eAbs RK2:03->F04@4 T=12,A=+0.0000 likk
r STXStd3 SAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 SeAbs RK2:04->G04@4T=11,A=+0.0000 lihk
I STX3td 3 SAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 %Abs RK2:.04->H04@4 T=10 A=+0.0000 lihh
r STX5td 4 SAXITOXIN_noit0.000 Abs > 0400 pofl 0.000 %eAkbs RK2:05->A05(@1 T=16,A=+0.0000 lihk
I STXStd 4 SAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 %Abs RK2:.05->B05(@1 T=15A=+0.0000 lihh
r STXSS SAXTOXN_noir0.000 Abs > 0,400 po/l 0.000 3eAbs FK2:06->C05@1 T=14,A=+0.0000 likk
r STXStd5 SAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 SeAbs RK2:06->D05@1 T=13,A=+0.0000 lihk
I STX Control (0.060-0.0SAXTOXIN_nair0.000 Abs > 0.400 pg/L 0.000 SeAbs, Out(L RKZ:07->E05@1 T=12,A=+0.0000 lihk
r ST Control (0.060-0.CSAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 %Ahbs, OutL RK2:07->F056@24 T=11,A=+0.0000 lihk
[~ -B/10/2018 10:51:25 A
r STHED SAXTOXN_noir0.000 Abs > 0,400 po/l 0.000 3eAbs RKZ:01->ADG@1 T=15,A=+0.0000 sfv
I STXStd1 SAXITOXIN_noir0.000 Abs > 0400 pofl 0.000 %Abs RK2:.02->CO6@1 T=14.A=+0.0000 sfv
r STH St SAXTOXIN_noir0.000 Abs > 0.400_uorl 0.000 3eAbs FiK2,022>D06E T=13,A=+0.0000 sfv
r 11:20
I ) noir 0.40) > 0j D2 T=17 A=+0.4000 ABC
d 0 Inoir0.75 0.1 R"2= @2 T=16,A=+0.7540 ABC
r Atd 1 A _noir1 08 0.08 R2=0. (@7 T=15A=+1.0570 ABC
r Std1 R[_hoir1.267 ABE 0.096 pg/L R2=0.932 B2 T=14,4=+1.2670 ABC v
Select Al Fold All Sortby Completion Time v | \ ‘ ‘
Layout IE Calibration Ji Sample Iﬁ Test List a Report J
For help please check the pdf file in the install folder NUM e
Figure 4.3.5-1 — Report Tab features
Feature: Description: Item #
History Select the History checkbox to begin searching for results by 1

Checkbox

From/To, by Name/ID, by Test or by Lot#.

Search by
Date

This allows a search for test results between a start date and
an end date.

By Name/ID

Searches can be done for specific name or ID.

Search by
Lot#

Allows user to find all tests for a specific kit lot number

By Test

Use this menu to search for results from a specific test.

Magnifying
Glass Icon

Select the Magnifying Glass Icon to view Kinetic Trend Data
(See Figure 4.3.5-2 below)
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Report Tab (Continued)

Feature: Description: Item #
Select All Check this box to select all of the results. Only the selected 7
results will appear in printouts.
Fold All Fold All narrows the display down to the selection made in the 8

Sorting Options. For example, after sorting by Name/ID, click
on the Fold All checkbox. The screen displays only the
Name/ID column:

‘ [_ Se\ed@uldml @ﬂ:ly Regquest Time ﬂ

Layout Mon Ji Sample @ Test List 1

Sorting Select the Sorting Option from the drop down menu to change 9
Option the way the results are displayed.
Print Select the Print Preview button, the report will display 10
Preview providing an advanced glance of what the output will look like.
Print Selecting the Print button will print the selected Results in 11
report format.
Export Exports selected results to a text file (*.txt), MS Excel file 12
(*.xIs), or XML file (*.xml). Save for future reference.
Remove Selecting the Remove button will remove all selected items 13
from the results display.
Retest (add | Adds the selected items to the Sample Tab to be re-tested. 14
to Sample
Tab)
LB Tex .IF".-—:’ Tei [
Fingoar Trea Hama T Tou En_ bpiwsn  Hoe (I
Fi-‘lhﬁlﬂﬁ?.?w Hiares Comiad B

[~ BADATS 4123 32 P

HEEE

[ 50T 410 32 FM Elwk

[ B0 L PM Dhsersziy Cabbraiee it
[ 50T L FM Chiersziy Cabbeaee it
[ 50T L3 FM Howsd Contiad 17
[ B0 L3P Howed Conisod 17
[ BT L P Eheywal Condd it
[ BT L2 F Eheywal Condd 1t
- E narepls Bhacoss
[ 5/10MTS 41 32 FM Bk

Figure 4.3.5-2 Kinetic Trend Data
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4.4 Toolbar Selections and Features

Management  Routines

Lot# Reqgistration QC Tracking Sample DB Settings  Security  Help

This section will introduce you to the items located in the software manager's main menu.

4.4.1 Management Menu

IIM Routines  Lokt# Registr

Initialize. ..
Pause Engine (Ctrl4+F1)

Auko wash Plate
Reload Assay Files
Sitch Mode. ..

Change Temperature. ..

Change Rackl. ..
Change Rackz. ..
LIS Import, .,
Multi-plate Test...
Test Count

Communication Window, .. (F5)
Calibration Event... (F&)
Reagent Wolumes (F7)

Exit:

Figure 4.4.1-1 Management Menu Options

OPTION

DESCRIPTION

Initialize

Establish or re-establish communication between the software and the
instrument without restarting the software.

Pause Engine

Press Pause Engine and all tasks pause; press again and the instrument
will resume the task from the point it was paused.

Pause Probe

Press Pause Probe and the probe with finish pipetting and wash the probe
before pausing. Probe will be paused until Pause Probe is selected again;
in the meanwhile, other tasks will continue.

Auto Wash Plate

Refer to Appendix D

Reload Assay Files

This is used to add new or edited assays to the list of available assays. .

Switch Mode Serves as a toggle switch between Chemistry and EIA Mode
Change Change the temperature for specific tests. For instance, when running the
Temperature Performance Check, change to “Room Temperature”.
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Management Menu (Continued)

OPTION

DESCRIPTION

Change Rack1l

Change the rack style (if available)

Change Rack2

Change the rack style

LIS Import

Read the information that follows this table explaining the LIS Import Option
and examples of import and export files.

Multi-Plate Test

Used when running a plate that contains long incubation times. Other tests,
including entirely different modes, can be run by loading a different plate.
There is a reminder to reload the plates when time is almost expired.

Test Count

Displays the test count for each assay by month or by date range. This
data can be printed or exported to a text or Excel file.

Test Count Data El
" Specific Date Range (% Monthly
n September, 2010 n Get Test Count Data
Aszay Tatal Samples Repeats Controls Standards Blanks

Period: 9/1/2010 - 9/30/2010

Elank-405-630 E72 1] 1] E72 1] 0
QCAST 40 0 1] 40 1] 0
QCAST Mew 132 1] 1] 132 1] 0
GC Zero Rate Test 126 1} 1} 126 1} 0
OC Zero Rate Test-405 28 0 0 28 0 ]
QC Zero Rate Test-405_ro 28 o 1] 28 1] 0
GC Zero Rate-read only 238 1} o 238 o 1]

Text Export Excel Export Print Cloze

Communication
Window (F5)

Used for Service Purposes ONLY

Calibration Event
(F8)

When the instrument is finished reading, the “Calibration Event” window
opens. This window shows whether the new curves and controls were
accepted. If the curve is not accepted, this procedure must be repeated

Reagent Volume
(F7)

This window shows: reagent positions, volumes and number of tests left for
each assay. If the number of tests left is less than 30, the number
background becomes yellow; if less than 10, the number background
becomes red.

M Detected Reagent Volumes

Reagent Mame Pos | WolmL] | HTests

Glucose Dxidase Reagent RK1:1 130 43
Cholesteral Reagent RK1:5 B0 19

Exit

Exit the software.

54
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Management Menu (Continued)

4.4.1.1 Laboratory Information System (LIS)

The Laboratory Information System (LIS) provides a method, or protocol, to allow for
ease of information exchange between two systems. The patient information from
external sources can be easily uploaded into our patient database. This database will
contain patient information and tests requested. Upon job completion the patient
information and assay results can be downloaded into a text file following the same
protocol. The protocol for data exchange is listed below.

Import Process:

Select Management > LIS Import

Choose a file containing LIS requests.

Requested tests are added automatically to request list in the Sample tab.
Export Process:

In the Report tab, user will select records and press Export button.

In the Save-As Type drop down list, the user will select LIS files (*.lis).

User types in a filename, and a folder, for the file and presses Save button.

Record Definitions and Specifications

H|

P|
OBR]
OBX|
L|

Al

Record Type Definitions

Indicates a Header Record, primarily for informational purposes.
Indicates a Patient Record and is patient specific information.
Indicates a Requested Assay to be run for the preceding patient.
Results from the Requested Assay preceding.

Indicates the End of the file.

Append this information to the preceding record; may be used on any
record.

Figure 4.4.1-2 Record Type Definitions

A Carriage return is used to indicate the end of the line (220 is the maximum).
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Laboratory Information System (LIS) (Continued)

e Record Layout Specifications Minimum Requirements

Message Header
H |

Append to the Previous Record
Al

Patient Segment
P| Transmission Seq#| |Patient-ID | | | Patient Name | | | Sex | Address| | | Doctor
|Observation Order Segment | | | | | [ ] | [ | ] |

Assay
OBR| Sequence Number| | | Name
Result Observation Segment

Nature of

Observation Reference | Abnormal abnormal
OBX [Sequence Number| Value Type| | Value | Units | Range| Flags | | checking
Message Terminator

Patient

L] Sequence Number| Count | Line Count | Batch Number

NOTE: A solid bar (]) indicates the field is for future use. The bar delimiter is necessary for
correct formatting within the record.

File Examples:

tH|*~\&| [ 1L IPlA.2| 200502231044 BI“~%& 1111111 ]IPI4.2|200504121156
P|1]|123753479]|| | loe*John P|1]123783479] | |Doe*John™ ||| |||
OBR| 1| | |Example Albumin OBER| 1] | |Exawple Albumin

OBR| 2| | | Exemple Cholesterol CBX|1|3T||42.0]g/dL]|3.5 - 5.2

OBEE| 3] | | Examwple Gluczose CER| 2| | | Example Cholesterol
P|2|239393850]| | | Smith*Betty COBX|2|ST| | 137.2 |my/dL|< 200.0] |

OBR| 5| | |Example Glucose
OBX|3|8T||95.3 |wyg/dL|70.0 - 110.0] |
P|2|239393850]| | | Swith*Betty™ || [|]]]]
OBE| 1| | |Examwple Albumin
CBX|1|5T||3.3|g/dL|3.5 - 5E.2|Low|
OBR|Z2| | |Example Cholesterol
OBX|Z|8T| | 119.3 |wg/dL| < Z00.0] |

OBR| 5| | |Example Glucose

OBR| 1] || Examwmple Albutin
OBR| 2] | | Examwple Cholesterol
OBR| 3| || Example Glucose
P|3|450862376] | | Jones"Dawvid
OBR| 1] | |Example Albumin
OBR| 2] | | Exatple Cholesterol
OBR| 3| || Example Glucose

Lit1arig OBX|3|ST||75.2 |mgfdL|70.0 - 110.0] |
P|3|450862376] | | Jones*Dawid™ [ | [11]]]

Figure 4.4.1-3 Import File Example CER|1| | |Example Albumin
CBX|1|3T||3.9]g/dL]|3.5 - 5.2

(.LIS file extension) OBR|Z2| | |Example Cholesterol

CBX|Z|5T||130.9|mygs/dL|< 200.0]

OBR| 5| | |Example Glucose
OBX|3|8T| | 126.8 | wy/dL| 70.0 — 110.0| High|
L3123

Figure 4.4.1-4 Export File Example
(.LIS file extension)
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4.4.2 Routines Menu

#. Abraxis Manager - [ElA Mode]

Management Routines Lot# Registration QC Tracking
-e

@ Start of Day
End of Day
Instrument S
e Reres Wash Probe
Prime Syringes
Probe temg

Prime Washer - Wash Bottle

Temperatul Prime Washer - Rinse Bottle

Rackl Prime Washer - Wash Bottle 2

Temperature On
Temperature Off
Pressure Off

Read Wells...

)

Custom Script...

Figure 4.4.2-1 Routines Menu

OPTION

DESCRIPTION

Start of Day

Refer to Section 4.2.4 Run Start of Day for more information.

End of Day

Refer to Section 4.2.7 End of Day for more information.

Wash Probe

Select ‘Wash Probe’ and reset syringe positions.

Prime Syringes

Primes the fluid handling system with the liquid in the Prime
bottle.

Prime Washer (if Primes the wash system with the solution in the Wash bottle.
applicable)
Prime Rinse (if Primes the wash system with the solution in the Rinse bottle.
applicable)

Temperature On /
Temperature Off

Enable and disable temperature control.

Pressure Off

Releases pressure from the wash system

Read Wells

Enables selection of wells to be read; selection of filters
(primary and differential); number of reads; and to use, or not
use, a stored blank. Select the ‘Clear’ button to remove all of
the results. Select ‘Export’ to send the results to a text (.txt)
file.

Custom Script

Allows scripts to be run consisting of a series of commands.
Recommended for advanced users.

&% eurofins
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4.4.3 Lot # Registration

Management Routine€ Lot# Registration QC Tracking Sample DB Settings  Security  Help

The Abraxis CAAS has preprogrammed assays. When any of these are selected, a
window will pop up, which replaces the need to access this feature.

Kit Lot Number | |

Please enter/scan a kit lot number for the assay.

ATRAZINE

Cancel oK

Figure 4.4.3-1 Kit Lot Entry

In Chemistry mode, Calibrators must be registered and read. Open the Calibration Tab and
choose a substance from the drop down menu. This is done before Samples are read.

Select Register and enter the Lot # and a description (optional). Click OK to Save.Specify
standard’s concentration for curve calculation; specify range to monitor the quality
(optional). Highlight the field to change, type in new value.

Press the Close button to save. Once you close the tab you cannot make a change to the
concentration value.

<% eurofins
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4.4.4 QC Tracking

QC tracking enables Controls and Calibrators to be tracked using a Levey-Jennings chart.
This feature is accessed by selecting QC Tracking from the main menu. First choose
between Assay or name, then select specific control or calibrator and lastly, choose the lot
number in order to edit QC points. A checkbox in the software settings allows deleted (by
saving unchecked) QC data points to be restored and made visable.

QC Tracking 1 X
1) Search by " Agsay MName QC Title
A T SAKITOHIN hate_%.Ab ] : STH St b
21 Choose an assay: ‘SAXITOX\N_nmncubate_%AtL/l Nl LIEIEEEE, ame
Lot¥: 47686 Abs Conc: 0400
J) Choose a name: ‘STX Std § ﬂ
Abs Mean= |0.406 Abs SD= (0009 Abs %CV= [2.261
4y Choose a Lot |47686 | © hean ® ®
ConcMean= |0.386 Conc 2D= (0014 Conc%CV= |3664
B Edit OC points:
Index Ahs Conc Time 05T
M1 0413 Aks 0.376 poil 8/1/2018 2:29:54 Ph
M 2 0400 Abs [0.4060.396 pofl [0.38 8/1/2018 2:29:54 Ph
5
E
T0.4
2
]
4
03 6 |
4
< 5 0C Points
A 8
(" By shsarhance ® By concentration
Select OC points ‘ [v Showtarget range only— 7 Print QC Repoart | Close

Figure 4.4.4-1 QC Tracking Example

Feature / Description:

Search by Assay or Name.

Choose an assay from the drop down list.

Edit QC points by clicking on an item in the list and highlighting it.

AW |IN|FP]| #®

Use the Select QC Points button or un-check the checkbox for specific QC points to
remove points.

(&)

Select the Save QC Points button to save the QC points displayed.

The curve may be viewed by Absorbance or Concentration results.

The software allows showing the graph without the calculated mean and SD ranges, 7
only the Target and Target Range are shown. If the Target is not set in the Lot
Number Registration, the calculated mean is used instead. Selection of this option
(checkbox "Show target range only”) is remembered for the next time the window
opens.

Data can be printed from this screen by pressing the Print QC Report button. NOTE: 8
Lot numbers are entered in the tab labeled Lot # Registration.

% eurofins
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4.4.5 Sample Database

4.4.5.1 Add Sample ID
Select Sample DB from the toolbar.

Management Routines Lok# Registration  QC Tracking Sample DB Settings  Security  Help

When first opened, the Sample Database window will not have any records to display.

| Edit | | View Log | ‘ Import.... I | Export | ‘ Choose | |

Select the Edit button to enter Sample ID, Family Name, Given Name, etc. This will be helpful as
search criteria when searching the database. Press the Done button when finished. NOTE: The
Edit button toggles to Done.

An instructional dialog box will open.

Navigate through the fields on the screen by using the Tab or arrow keys on the
keyboard.

Create a Sample ID by typing in the Sample ID field.
Modify a Sample ID record by clicking on the field to edit and typing.

Delete a Sample ID by highlighting the record to delete and press the Delete key on the
keyboard.

—

0 Mavigate - press Tab or arrow keys,
Create - bvpe in the last Sample ID Field,
Modify - type in other white fields.
Delete - select a Sample ID and press Delete key.

<% eurofins
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4.4.5.2 Modify Sample ID
1) Select Edit to edit an existing sample’s information or create a new one.

Search database:

I I I I [=IFT wrzsren=]| I~
/

Sample ID  Family Na... | Given Name‘ Middle Na| Ge.‘.‘ DOB ‘ Address | I{octor| Keyword | Cust... )
Smith Joe M 311990  1MainSt, Ju.. | |

Jones | Mike

e SA/1990 2 Dak St, Mia...
Martenez Maria

8/3/1980 3 Board St, P...

Additional criterion includes
Keyword or Custom. Information
that can be useful in either
Keyword or Custom can include,
but is not limited to, medical
issuer, study ID numbers, or

chronic diagnosis
\l Edit | | “Wiew Log ” Import.. | ‘ Export | ‘ Choose | | Close | I|

2) Modify the information and then press the Done button to save the changes.

I [ione | Viewl__ogl | |mpo.. | | Erport |

4.4.5.3 Delete Sample ID
Highlight the items to be deleted then press the Delete key on the keyboard.

Search database:

I I I I [ e I I I
Sample ID  Family Na... ‘ Given Name| Middle Na| GE.‘.| DOB ‘ Address | Dm:tur‘ Keyword | Cust...

Smith Joe | M 3/1/1990 1 Main St Ju.. |

2 Jones Mike M 5/4/1990 2 Oak St, Mia...

3 Martenez Maria F 8/3/1980 3 Board St., P...

A dialog box will open prompting the user to confirm the deletion of the record. Press Yes to
delete, press No to cancel the deletion process.

f ' f f ' ot ey

Sample ID  Family Na... |Gwer| Name‘M\'ddle Na. ‘Ge |DOB

[ address
Smith Joe vl sa/1090 1 wain st ..
Jones Mike [ emwell Manager LX)

jer

Maria | ————

Martenez

ét. Delete the record with sample ID: 17

Yes No
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4.4.5.4 View Log
The ‘View Log button . will display any additions or modificationa made to a Sample.

fMWodify @ 3/6/2012 9:49:32 AM

Sample 1D: 123==123

Family Marme: Smythe == Smythe
Given Marne: John == John
Middle Mame: Alexander == Alexander
Gender: M == M

DOB: IEME73 == /61973
Address: 456 Elm St == 456 Elm St
Doctor: Burke == Burke

Keyward: Smoker => Smoker

Custom: =»

4.4.5.5 Import Patient Record

To import Sample Records, export data from MS Excel, MS Access, MS SQL
Server, or similar into a text file. Data must be separated by the use of the
Tab key, or ‘Tab as delimiter’.

The first line of the file to be imported must contain the data fields, with
the first field containing * Patient ID’. Sample (patient) data begins on the
second line of the text file.

File Edit Format View Help

|| PatientID Last Name First Name Middle Name Gender  DOB Address -
1 Stnith Joe Sam tale 311990 1 Main St Jupiter, FL 33888
2 Jones Mike Male 5/411930 2 Qak St, Miami, FL 33190
3 tartenez tdaria Female 6/3/1980 3 Board 3t, Palm City, FL 34990

Select the ‘Import’ button at the bottom of the Sample Database window.

‘ ‘ Edit | iew Log | Impart... |

Select ‘Open’ to locate the text file to be imported.

Import Sample Records | 23 |

Iigrate data by importing a test file exported from M5 Excel, M5 Access,
M5 SOL Server, etc. The file format must be 'Tab az delimiter’, Mo text
qualifier', 'Field name on first row' and First field iz an unique key'.

1C:\U sershwdick\D esktophPatient D ataba Open... i

Yis' relationship between fields:

Database Field | Text File Field |
Sample 1D SamplelD
£ sy Harne Select the data

Given Mame

Middle Name fields to be
Gender Gender

DOB , i imported.
Address | |

Doctar

Keyword
Customn

o
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4.4.5.6 Export Patient Record

Click to highlight the Sample ID to export. Select the Export button to send the

selected record to the Sample Record text file in Notepad.

Search databaze:

| | | | [ =IE: aezerome=]

Sample ID | Family Ma... | Given Name| Middle Na...| Ge.. ‘ DOoB |Address
1 Smith Joe

M
bones  [mike | m ||
Martenez |[Maria | | | |

Edit I | View Log ” Impat... JJ/‘EW\[ | Choose I ‘ Clase |

1 Main St., Ju...

| sample Record.txt - Notepad

File Edit Format View Help

Sample 1D Family Name Given Name Middle Name Address
2 Jones Mike b 2 Oak St, Miami, FL 33180

3 Martenez haria F 3 Board 5t, Palm City, FL 34990

Save the file and close the window when finished.

4.4.5.7 Search Patient Record

Enter criteria into Search Database area, press OK. All records containing the
specified criteria will display. All records in the Patient Database can be
displayed by pressing OK and leaving all search fields blank.

Sample Database

Search database

[ [ [ [ | | R | [ [mokel |

Sample 1D |Fami\v Narme |Given Iarne |Middle WEIES |Ge... |DOB ‘Address |Doctar |Kevword ‘Custom
123 Browne James Jerome M

EBarry Smoker

Search result for
“Smoker” displayed

4.4.5.8 Choose Patient Record

Select the ‘Choose’ button to add a selected patient to the Sample ID list on
the Sample tab.

| Edit | |V\ewl__0g| | Import... | | Export |
ES EE B
Enter zample [Ds: [
ID [Tatal=1] |
122
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4.4.6 SoftwareSettings

4.4.6.1 Startup
Choose Software under the Settings menu.

Management Routines Lot# Registration QC Tracking Sample DB Utilities Security Help
@SN EE B0 Al Software...
Custom Report...

-Instrument Status i n
Select Language

Commitimin

= ! Startup

What to do after software starts:
Shrink test database

Keep numerical ID records: Forever it
1 yearls)
Keep sample |D records: 3 yearts)
10 yearls)
Connect to instrument Forever

Communication Port: 1 AUTO - !

Communication Handshaking:

Communication Speed:

Default temperature
Chemistry Mode: I3T < ;J
ElA Mode: IRoom Temperature ‘:J

[ Show unchecked QC points in the list

™ Show Concentration For Standards

Figure 4.4.6.1-1 Software Startup Settings

You may choose to keep numerical ID and sample ID records for 1 year, 3 years, 10
years or forever. However, whatever preferences you choose, all sample test records are
backed up monthly to an archive database.

To change the communication port, click on the down arrow to display the optional
settings; click to select, click OK to accept.

The default temperatures are displayed for chemistry mode and EIA mode. Setting
choices are: room temperature, 25 deg C, and 37 deg C.

‘Show unchecked QC’ points refers to the QC Tracking Section 4.4.4. This checkbox
makes unchecked QC points visable (so they can be checked again) and allows deleted
points to be restored.

‘Show Concentration for Standards’ refers to calibration and results Section 5.2. This
checkbox will display the concentration for calibrators and standards when checked.

Press OK when finished.
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4.4.6.2 Sample Database

NOTE: The Sample ID field and the Keyword field must be used.Customize sample

database field names, uncheck field name from the list displayed if you do not want to

use it.

il © Sample Database

Customize sample databasze field names, uncheck if you dao not
wart to use it

W [ Must be uzed |
[sex | [Walue="' M F]
IDDB— [ Must be date type |

Kewward [ Must be uzed ]

IEustom
ok I Cancel

<A

R

<A AR

4.4.6.3 EIA Strategy
EIA Strategy features allow control over how tests are run and how the results are to be

handled.

&% eurofins

BIEIA Strategy

How to run the tests and how to handle the results:

[v' Single predilute tube for duplicate samples.
[¥ Save reagent (Aspirate extra 100ul instead of 200ul)
| Check Reagent/Control/Standard Volumes

[ Verify the existence of strips before starting tests

- [fthe sample is low, skip the test and continue with others. (The skipped test can be
accepted in this case.)

[v' Beep 60 seconds as reminder when verify plate fails. IN‘:' HI'ISG

[v Beep 60 seconds as reminderwhen all tests are finished

"W ash Battle

~]

[ Skip redundantwash probes Ringe Bottle
When tests finish, rinse washer from: Mo Rinse i

Default preference when requesting tests: [v Always ask
7 ResetRackl [~ ResetRack2 [v ResetPlate

[v" Show calibration event dialog automatically

Accept curve and control results: Auto -
Activate curve results after being accepted: Auto hd
Activate control results after being accepted: Auto

Accept sample results: Manual hd
Print sample report after all being accepted: Manual ~ «

OK | Cancel

CAAS Operator’s Manual Rev. F
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Single predilute tube for duplicate samples — When running assays with a predilution
in the sample rack the software has the option to make a single predilution and run this
multiple times in the assay or make a separate predilution for each assay replicate. This
check box controls this option. NOTE: If the probe senses that the volume of predilute is
insufficient, more predilution will be automatically added to the tube.

Save Reagent — This option is checked by default. When reagents are aspirated as a
group of 8 an extra reagent volume is aspirated to prevent dilution of the dispensed
reagent by the water used in the pipetting system. The volume of extra reagent aspirated
is 20% more than the requested dispensed volume.

Skip redundant wash probes- If selected, the probe will skip washes in between same
samples When this box is checked the maximum extra reagent volume aspirated is set to
100ul. When the box is un-checked the maximum extra reagent volume aspirated is set
to 200pl. For most assays the Save Reagent feature should be used, but for some
assays which are sensitive to reagent dilution this box can be unchecked.

When tests finish, rinse washer from - choice of rinse source include the wash bottle,
the rinse bottle or no rinse. Rinsing the washer with water after running EIAs helps keep
the wash head from getting clogged with crystallized EIA wash solution.

Default preference when requesting tests — check the appropriate box — to always
ask, reset the plate, reset specific racks.

Auto Accept Curve (default) — The curve generated is automatically accepted.

Manual Accept Curve — When tests are complete, they remain in the test list. The user
can review the step log to see if there are timing errors, etc. The user should check the
curve set and click the accept button. Curve records will be written into the database and
displayed in the Calibration tab.

Manual Activate Curve — After accepting curve, curve records go to the Calibration tab.
They are available for the user to activate. After user activates a curve, Sample Results
are calculated. This setting is helpful when a user chooses Auto Accept Sample and Auto
Print Report.

<% eurofins
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4.4.6.4 Report Appearance
Specify your preferences on the report appearance

Preferences can be set as to paper orientation and margin settings.

Print logo and page header must be checked to have to include these features on
reports. Logo and font size can be edited.

A printed space can be added for notes and signatures.

Specify pour preference on the report appearence:

Orientation: M argin [Z]:
" Partait Top: |0 ﬁ Left: |0 ﬁ
™ Landscape Battom: [0 =1 Right [0 ﬂ
v Print logo and page header. Edit logo
Font: |Alia| j Size: | 8 -

Preview: 12345 abode ABCDE

[ Print space for user's note at the end of the report.
[ Print current login user D at the end of repart.

[ Print space for user's signature at the end of the report.

Ok I Cancel

% eurofins
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4.4.6.5 Report Output
The data to be included in a report is selected by clicking in the appropriate box in

Report Output.
‘2| Report Output

Specify optional data to print for diferent report types. You can also
specify if report should be printed jointhy:

Report Type Time | Abs Conc Interp MNote | |
Calibration v v v N r
By Request Time v v Iv I I
By Mame/ID [ v v Iv I I
By Test [ v v Iv N v
By Intepretation [ v v v N v

4 nr [

Words to be shown in bold and capitals

Fail

Fa@led High
Eﬁ'g':ﬁd Low Add into list |
By using the scroll Low
bar, the data shown | |Fos Remove !
below can be
selected for different [~ Show percent CV for sample replicates
report types.
Report Type Time | Abs Conc Intem Mote | Ref | Pos | Reading | Jointhy Prind
Calibration [+ [+ v N |_ W
By Request Time [ [ [v I v r r
By Mame/ID N [ [ v N v r v
By Test B [+ [+ [v B v N [ -
By Interpretation [ v v v r v r r

When an assay has had a concentration correlation factor added, the formula used can
be displayed by selecting the Note column when defining report output.

The Ref(reference) column is used to report the Normal range for results.

Pos (Position) indicates where each Calibrator, Control or Sample was located in the
cuvette carrier.

The Reading column, when activated for output, reports the actual absorbance read by
the instrument.

The “Printed Jointly” allows less paper to be used. Instead of one test or patient per
page, multiple results will print on the allowable paper space

Words to be shown in bold and capitals

To select a word from the list or add a word to appear in bold and capitalized on the
output of the report, click on the word, Select OK. To attach a new Word to the list, type
the word in the space provided, and press the 'Add to list' button.
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4.4.6.6 Custom Report Settings
Choose Custom Report under the Settings menu.

Management Routines  Lot# Registration  QC Tracking  Sample DB Settings Utilities  Security  Help

ol 8

=5 @0 200

Instrument Status

S
Cuskorn Report. ————

Select Language

Figure 4.4.6.6-1 Select Custom Report Option

The Custom Report Template screen allows users to choose a report template for each
type of report they desire to run. Choose the type of report to run and click on the Set
Template button. The report will be formatted according to the chosen template until the
Custom Report template has been cleared by clicking on the Clear button.

Custom report templates g|
/ Fiesult repart templates
A - Result Sorted by request time: | Set Template Clear
I’epOI’t Sorted by name/I1D: | Set Template Clear
Sorted by assay |AssayF|eport.rpt Set Template Clear
templates
Azzay mode calibration templates
‘ Aszzay Mode Template File -~
Set Template
B - Assay
Clear
mode nt v
Callbratlon lay specific calibration templates [have the preference over aszay mode templates)
te m Dlates Azzap Template File -~
Example Albumin
Example Alk Phos
C - Assay L Set Template
spgcmc_ 21 o
calibration
ol
templates [
iruibir
TE T T T Frobe] v

Figure 4.4.6.6-2 Custom Report Templates

&% eurofins
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Feature / Description:

A Result Report Template are for custom reports that have been sorted by
request time, sorted by name/ID, or sorted by assay.
B Assay Mode Calibration Templates are for custom reports that contain

calibration data. NOTE: Only Calibration objects can be used in these
reports such as curve.

C Assay Specific Calibration Templates - Choose a specific Assay to
produce a report from this data. NOTE: Assay Specific Calibration

Templates override the Assay Mode Calibration Templates.

Several example Custom Report templates are provided for the user. Reference the
custom report samples in the Report Creator section of this manual to help determine
which template to use for the desired report.

Click on the Set Template button to select a Custom Report template. Preview calibration
reports via the Calibration Tab and preview button; preview sample reports via the Report
Tab and preview button. Modify the example Custom Report and save it to a new file
name; or create a report by following the instructions found in the Report Creator section

of this manual.
Select Template E‘El

| I RptCuztom J v

| ] Assavrepart.rpt |#] sampleReport.rpt
|.i] CalibrationReport . rpk

|.i] CalibrationReport AssaySteps. rpk

|ﬂ ZalibrationReportwithAssaySteps, rpk

|ﬂ CukaffCalibrationReport, rpk

U PatientReport.rpk

4 *

Open |

Figure 4.4.7-3 Set Template Result

4.4.6.7 Select Language
To change the language setting from the default, choose Select Language under the
Settings menu.

Select Language

Figure 4.4.8-1 Example of available languages

A list of the available language choices will display. After selecting a language, it will be
necessary to close the Manager and restart the software to initialize the selected
language.
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The selected language will remain in effect until another language is selected and the
software is restarted as in the step above.

4.4.7 Security
Refer to Section 4.1.3 Password Security and Logging In for more information.

4.4.8 About

The About selection will open a window and display the version of software and firmware
being used with your instrument.
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Notes:
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5. Running CAAS Manager Software

5.1 Running Assays

1. Before running an EIA make sure to perform the following:

Check for full strips of wells

Check that the wells are flush with the plate frame
Prime syringe and check for any air bubbles
Prime the washer and check for 8 steady streams

2. Open the Calibration Tab to add the curve(s) necessary for the Assay(s) being run.
Controls should also be selected at this point. Next go to the Sample Tab to enter the
patient samples to be run. Clicking Request will then process the standards, control
and samples together as a batch.

3. Click on the Sample Tab in order to enter the patient samples.

4. Click on the Request button. You will be asked to confirm addition of the calibration
standards and asked whether to reset or continue with current layout. Select OK to
continue with tests or Abort to go back to worklist.

Reset Racks and Plate X
Flease choose to reset or continue with current layout. Click Abort button to
rnanually defing in layouttak,

[~ ResstRackl [~ ResetRack? [v ResetPlate
oK Aport |

5. Next, a window will open for entry of Kit lot number(s). Each test will have a separate
entry window. These lot numbers can be searched and tracked through the Report tab
when tests are complete.

% eurofins

Flease enter/scan a Kit lot number for the assay.

ANATOXIN

Cancel OK
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Running Assays (Continued)
6.

If defined Special Interpretation Groups are in the Assay(s) being run, the Interpretation

Group window (Figure 5.1-1 Interpretation Group) is displayed, otherwise the Work
Schedule (Figure 5.1-2 Work Scheduler) is displayed. Using Special Groups
Interpretation, unique normal ranges are used for different “group” definitions.

erpretation Group —m‘
Fr & patient 1D fand's b 608 nd keyword Make oune thay e conscl
Fer. L ba grouiplor youl.
Shays chosie o sach et | )
Irdormatioe of A-3
] Astay
e | [® Exnadel
= £ Eshacdel
— = Eatiadial
ook ||
S — " R4 Cinadad
d - L
Used in cuasen beats L ]
I chid
I mae
I~ onistig
I pestmercgausal
[ poagrart
gl
U vl i
I” eady loliculy
" dolculs phaze
e folonds
T iead
Update
S J Done. Aot

Figure 5.1-1 Interpretation Group

When multiple Assays are run simultaneously, the software will automatically generate
the best run order based on the shortest total completion time. The desired run order can

be changed by selecting an alternate schedule. The software will delay the start of certain
assays so that conflicts do not occur.

EIA Work Schedule

X
Difterent schedules are available based on agsay starting order. Please choose: Schedule #1 (Time Cost = 01:51:25) ﬂ
Schedule #1 (Time Cost=01:61:25)
Schedule #2 (Time Cost=02:08:22)
f 00:30.00 01.00.00 Schedule #3 (Time Cost=02:13:55)
CYLINDROSPERMOPSIN Schedule #4 (Time Cast = 02:27:22)
hedule #5 (Time Cost = 02:54:25)
ANATORIM: Schedule #6 (Time Cost=02:57.52)
— -
ATRAZINE:
m Bugy'fine block - ‘Incubatior! time black Mising T TemperatreOn L Temperature Off
Figure 5.1-2 Work Scheduler
an .
.
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Running Assays (Continued)
7. After reviewing the work schedule, click on “OK”.

8. Place all the needed reagents and samples into the correct rack locations, place the
proper-coated EIA strips into a plastic strip tray, and select "Start Run”. A dialog box
will open for important reminders. Select “yes” and assay will begin.

\ Did you remember to:
_L\_\‘ 1. Check for full strips of wells
2. Check that wells are flush with the plate frame
3. Prime syringes and check for any air bubbles
4. Prime the washer and check for & steady streams

9. The Assay processing will begin. The time remaining for completion of each
Calibrator/Standard, Control and Sample is displayed on the screen Figure 6.1-3 Test
List).

A MO B0

[Hihisgi By om0 =] [Fihight B iy =] Fument Sie OOD09D B S Wotsh Frsta]

iy Tonm bt | Bbull Concertiien Irdepestanion oo Tatwaerca

I O i Lo
[T s AT
[ AT gt AT

FEVZ0FT

Sect | [ Schmctn] {[=re=Tep—

[ teet [i~  coeatien [/ Semple  |B  Tewtm [ Reen |
For haip please check the pof fi i the ital fcids rm (=)

Figure 5.1-3 Test List
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Running Assays (Continued)

Double clicking on any of the Sample rows will display the Step Log (Figure 5.1-4) for

that Sample.This can be helpful for verifying that all the Assay events have occurred
reasonably on time. For example: if a reagent runs out during a test and has to be

refilled, the timing in this window can help determine whether to accept or delete a result.

-
Stepleg =

Mamadl AT S0 Hsamr AHATOE Iriterps Gtcags Rt Tenr  SEVTOTS 03120 AM

B e Ieempmend Sleq P arvstes Sigd Tane Fnik [ve Huodw

ADDSAMPLE WAEHPRE Shgml, faBign2 TEE] 103t 30

20D SaaPUE AL Shipe: Hamast T 540 Wk ) fuge] o N

ADSAMPLE ISP Sk, HamasaiTH S0 Vel VB0 Dagighel] D031 31 03t 33

CLEANIRIE wistHPRE Shigm] darflagti] MR N

CLEAMPRR SR Ship=1. Hames1M HOE Vol TS0 A=l e ] R [Vh R ]
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Figure 5.1-4 Step Log

Check the Assay processing status by clicking on View Schedule button. This will
display an approximated time line of the Assay processing (Figure 5.1-5).

EIA Work Schedule

The schedule performed by current wark,, which is being updated thearetically while time passing: Schedule [ Time Cost = 01:45:05 ) :j
T = T 1
00:30:00 01:00:00 01:30:00
T3 Mext Assay Step = EIAWASHWELL [00:36:27)
T4
TSH:
mmmm "Bugy'time block. - "Incubation’ time block —— Mixing

Figure 5.1-5 EIA Work Schedule
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When Assays are complete the curve can be accepted. Patient concentrations will be

calculated.

Controls with the left mouse button and hold down the “Ctrl” key. (Figure 5.1-6)
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Figure 5.1-6 Statistics

CAAS Operator’s Manual Rev. F

If controls are run in an Assay, the Statistics can be displayed. Select the

77



5.2 Accepting and Activating Calibration Results

Calibrators must first be “Accepted” and then “Activated” before they are used to calculate sample
concentrations. Click on the Accept button to accept results.

Accepting calibrators moves them from the Test List tab to the Calibration Tab.
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Figure 5.2-1 Accepting Calibrators

NOTE: Calibrators must be accepted and activated before samples can be accepted.
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Once the calibrators have been moved into the Calibration Tab they need to be activated.
However, selecting the calibration does not make the calibration graph visible. Select the assay

from the dropdown list and then click on the graph icon (Figure 5.2-2) and the calibration curve
will display on the right hand side of the screen (Figure 5.2-3).
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Figure 5.2-2 Select assay, click on graph icon to display curve
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Figure 5.2-3 Select assay, click on graph icon to display curve
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The curve which is active is displayed on the bottom of the screen. This may be the previously
stored curve or a newly activated curve. Before the curve is activated it can be reviewed for any
adverse outlying calibrators. If outlier values are seen for any of the calibrators, these may be
removed by unchecking the check box next to this calibrator.
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Figure 5.2-4 Calibration curve displayed based on selected records

The resulting calibration curve is shown in the upper graph (Figure 6.2-4). Once you are satisfied
with the calibration curve in the upper graph, click the Activate Selected button and this will move
the curve from the upper graph to the lower current graph

(Figure 5.2-5).
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Figure 5.2-5 Curve displayed in lower graph display area
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At this point concentration values will be calculated for the samples and displayed in the Test List
Tab.

The samples can now be accepted by clicking on the Accept button (Figure 5.2-6). The sample
results will be moved from the Test List Tab to the Report Tab where they are automatically
stored in the Instrument database and may be printed in reports.
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Figure 5.2-6 Click on the Accept button to accept the sample results

Your preference for accepting and activating curve and sample results can be set to occur
manually or automatically in the EIA Strategy settings (reference Section 4.4.6.3).

Manually accepting results has the advantage that you can look at the Step Log for any individual
calibrator or sample to verify that all assay steps were performed on time in the event of a low
reagent or instrument error. Once the samples are moved from the Test List this Step Log is lost.

Manually activating the calibration curve has the advantage that the curve can be reviewed for
calibrator outliers and edited before it is used to calculate sample concentrations.
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5.3 Adjusting Standard Curves

5.3.1 Deleting Calibrators

In the picture below, a standard curve is displayed. This data shows that standard 5 is
incorrect. By checking the boxes to the left of each of each standard, a valid curve can be
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Figure 5.3.1-1 Unedited Curve

Clicking on the Test List tab will display the patient results (sample shown below.)

|Highliaht By Mame/D...  ~| [Highlight By Assap.. =] [Cunsnt Step: Mone ]

Name/ID Aszay Time Left Absorbance Concentration Interpietation
PRI TSH Complete  0.291 &bs 1.2 pl/ml
I~ Rz T5H Complete 0397 Abs 24 plldml
I~ Ra T5H Complete 0403 Abs 24 plldml
R TSH Complete 0,307 &bs 1.4 pldml
" RS T5H Complete 0542 &bs 4.0 pUdmL
E T5H Complete 0,204 Abs 0.2 pldml Low
" R7 TSH Complete 0,452 &bs 20 pml
E: TSH Complete  0.798 &bs E.8 pll/mL High
U E: T5H Complete 0383 Abs 2.3 plldml
I~ R0 T5H Complete 0495 Abs 35 plldmlL

Figure 5.3.1-2 Unedited results
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Once a satisfactory curve is generated, clicking on the “Activate Selected” button will cause
this curve to be the current standard curve in use and will update the concentration values

of the samples in the Sample Tab. The corrected curve is shown below in Figure 5.3.1-3
Curve Edited.
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The patient sample results are now updated, which you can see by clicking on the “Test
List” tab.You can now choose to accept or delete any of the sample results by clicking on
the buttons.

In Figure 5.3.1-5 Accepted Results, all Samples are selected.
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Figure 5.3.1-5 Accepted Results

5.3.2 Adjusting Curves by a Percentage Factor

Curves can also be adjusted by a percentage factor. This is set by the factor setting in the
calibration tab. Normally this value is set to 0%, and the actual standard curve absorbance
values are used with no adjustment.
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Resulting concentration values for the samples run are shown below in Figure 5.3.2-2

Results.
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Figure 5.3.2-2 Results

In Figure 5.3.2-3 Curve with -10% Factor below the calibration curve is adjusted by -10%.

Factor adjustments occur immediately and do not require clicking on the Activate Selected
button.
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Figure 5.3.2-3 Curve Adjusted with -10% Factor
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The new concentration values are displayed in the Sample Tab as shown below in Figure
5.3.2-4 Results:
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Figure 5.3.2-4 Results

The percent adjust feature can be used when stored curves are used and there is evidence
that the current run has resulted in increased or decreased absorbance levels than what is
expected.

NOTE: Decreasing the standard curve by a percentage will result in increasing the sample
concentration values.

5.3.3 Adjusting Curves by Running Less than All the Calibrator Values

Less than all the calibrators used in an assay can be run and the stored curve can be
adjusted accordingly. The adjustment factor will be calculated based on the average
percent change of all the new calibrators run compared to their stored absorbance values.
The new curve will be generated from the new calibrator(s) absorbance values which are
currently run and the adjusted absorbance values of the remaining calibrators from the
stored curve. This feature can be used to control for changes in reagent activity when
using stored curves.
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Marugrewed  Routined Lot Bagidration  QC Tracking  Sample D8 Settirgn  Ltitier  Securly  Help

In the Figure 5.3.3-1, Standard 5 is used to adjust the stored curve. Instead of requesting
an entire new curve, Standard 5 is requested individually.
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Figure 5.3.3-1 Curve Adjusted With Standard 5
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In this example, Standard 5 yielded an absorbance value of 1.366. This is an absorbance
drop compared to the Standard 5 absorbance values of the stored curve.

By selecting this standard and all the stored standards the new adjusted curve can be

activated.
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Once activated the original absorbance values remain, but the new calculated

concentration values of the standards are displayed.
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Figure 5.3.3-3 Activated Adjusted Curve

Even though the samples show decreased absorbance values similar to the one

adjustment standard run, the resulting concentration values for the samples are the same

as when they were run with the original complete standard curve (Figure 5.3.3-4).
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5.3.4 Changing Curve Fit Type

The assay curve fit type can be changed at run time provided the patient results have not

been accepted and are still remaining in the Test List tab.

To change the curve fit type (Figure 5.3.4-1), go to the Calibration Tab (A), check all the
standards you wish to use (B). Select the desired curve fit type from the drop down menu
(C) located to the right of the graph icon. Clicking on the graph icon (D) will display the
standard curves if they are not visible. The new curve fit graph will be displayed in the

upper graph (E).
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Once the desired curve fit type is selected, click on the Activate Selected button (F) and
the graph will be activated. The patient results will be recalculated using this curve (Figure
5.3.4-2 Item A).
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Figure 5.3.4-2 —New Curve Fit Activated

You can review the patient results in the Test List tab where they can be accepted into the
database by checking the boxes followed by clicking on the Accept button (Figure 5.3.4-3
Item A).

Woragewent  Foutines  Lobf Begrstration G Tracking  Sanple OF  Setfings  Ltllies Seowily Hep
Ll e S He H D

Wik Byl D ] [Wgnign Bydstar.. =] [Curvent Stege bl DDDD
| HarsarH Aoy Trrea Lak. Shrcdance Cancantiton Intagxulation Hcla Aulaurce
|F R T5H Conpletee 0231 dbs 03 ollind CurveFoind i 10.3-62 F¥ DI:”:”:'
|F Rz TaH Conmplety: 03T Abs 15 Wl CurvePoad mi0.3-R2 R
|FRe TEH Conplis 0473 dbs 15 plidd CunveFon b 103-62 ¥ l:”:“:":l
R 54 Conglete 0307 ke 09 il CurvePond i HL3-6.2 F |-

(FRE T5H Conglate 0592 Ate 25 Wl Do 10262 By {)[“]

|FFRE T5H Congiete 020 A 04 il CurveFon i 3-6F FE | oo o e s

|FRT T3H Corepdetee  0LIR2 Abe 20 wlhid, Dol i l3-62 By TaTa]

|FrRE TaH Conmpiste 0733 Abe A5 CunPoad mi02-R2 L Fh

|FFRa T5H Conglete 0333 Al 15 il CurveFon il 3-RF Ly {){) 'S

|F R0 TaH Conmplets: 43 Abs 23 i CunvePoad mi03-R2 B s e et e
| 1245878

COSO 00D e

GOneong o

TGOS0 000 oo

GODO oD o

Leguieyu el aie bl

O 00 000 e

O OO0 00005

0080 Des

o L NS RE R

(e ey wits 2l

O 2 G G0 e

| 00O
HaFaLIRA

=l edmbelbelnbe LR

[STYSET=t TSR TS

Qo000o00:

OO0 0

[ mEa)mbam bl

[SIeIStETet eSS bIY

[nlsinlelnbelntaliy

OO

| [aemialuten ket

| * OO0
I % Saectdl | Acoa Dabwx | Waredchackie | [T S | 35853535:;

|:: Lapas |§, [ Cabrasn V =argle |® Task Lnt. |‘ﬁ Repoit |

Fos b plaass chec tha p-ANEPRS— i)

Figure 5.3.4-3 — Patient Results
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Changing the curve fit in this way affects only the assay used in the Manager at this time
and will not alter the original curve fit type programmed within the assay.

The newly selected curve fit type will remain in effect until the assays are reloaded or the
Manager software is restarted; then the curve fit type programmed in the assay will be
used.

When the assay’s curve fit type is changed, the Note field will display the change next to
each patient’s sample result in the database.
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Figure 5.3.4-4 — Note field annotated when curve fit type is changed
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6. Report Creator

Security Help

Alignment 4
Channel Blank...

Self Test...
Filter Voltages...

Launch Assay Editor
Launch Pack

Launch Report Creator

The Report Creator application allows users the opportunity to create unique formats for their
reports. The Overview section that follows provides a short description of the options available.
The Getting Started section explains each feature in greater detail.

The Custom Report Settings section provides information on using pre-defined report templates
if creating a unique report is not desired.

6.1 Overview

Use Report Creator to create/format reports.

Execute the application from the manager menu by clicking on Utilities, and then select Launch
Report Creator from the drop down menu . A blank report will display.

= To open an old file:
Select File Open filename
= To create a new file:
Select File New
Toolbar selections include:

= General Objects. General objects provide the ability to create elements and place
them anywhere in the report. These general objects have properties that can be
formatted. For example, text can be a particular color; lines can have a specific
thickness. The body of the report can expand as needed and the objects outside
the outline hold their positions. General objects that can be added to the report
are:

box
ellipse
line
label
pictures

O O O OO
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Calibration Objects. Calibration objects can only be used on Calibration Reports.
Assay data is from the Assay Editor. Create objects to display the assay data
and place them anywhere in the report. Calibration objects have properties that
can be formatted. For example, text can be a particular color; lines can have a
specific thickness. The body of the report can expand as needed and the objects
outside the outline hold their positions. Calibration objects that can be added to
the report are:

Assay information
Assay substances
Standard curve
Curve formula
Table

Table statistics
Assay steps
Assay QCC

O OO O0OO0OO0OO0oOOo

Report Objects. Report objects can be used on any report. Report objects
provide sorted data that can be placed anywhere in the report. Note that the
default is sorted data for multiple assays. Also, Patient Data must exist in the
Sample Database in order for patient data to appear in the report. Report objects
have properties that can be formatted, such as alignment, border, etc. Report
objects that can be added to the report are:

o Grid sorted
o Patient data

Layout. Layout provides the ability to align data as desired in the report. Layout
can be used with any report. Use the zoom to fit feature to place an object. The
snap to grid feature provides ease of placement of general objects. Modify
settings from pixels to inches, margins, width of objects etc. Layout features that
can be used for the report are:

Align

Zoom to fit
Snap to grid
Settings

O O O O

View. View features the ability to display the toolbar, status bar, set grid lines on
or off, display the setting for the margins for ease of placing the objects onto the
report grid.

<% eurofins
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= Report Samples. A variety of reports have been supplied at the end of the
section as examples of how reports can be formatted.

The Assay Report sample below displays the default column headings and body
outline.

% ReporiCreater - [Assayfteport.rpi]
[ Fle Edt GenerdObjects Callbeation Objects Peport Objects Lavout View Window  Help
DEFd af &~ RBold 0008#

...... 1 EEY EXEN EIEEEEEEEEX

Assay Report

A, Binky Dl = 2 £+ s £ e e s e e -

o rrw— rare— Fearnas Tostion

et

To view the Assay Report as shown, go to Utilities, click on Launch Report Creator.

Click on File Close to close the white screen. Click on File Open, select Assay Report.rpt, and
click on the Open button.

Look ir: |l‘f} RptCustom j 2% E-
L]

|£] CalibrationReport, rpk

B CalibrationReporthssaysteps, rpk

|£] CalibrationReporbwithAssaywateps, rpt
B CutoffCalibrationRepart. rpk

|£] PatientRepoart.rpk

B SampleRepart, rpk

< | >

File narme: |.&ssayF|eport. rpt
Files of type: | Feport Editor Files [%.pt] j Cancel

e Maximize the report screen, mouse click on the report, use the scroll wheel
on the mouse to zoom in, or click on Layout, Align, Zoom In.
¢ Right mouse click on the report, the Properties window will display.
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The data properties dialog box shows the default column headings, width sizes, thickness of the

column dividers, border thickness, solid line style etc. Select settings on the properties window to
affect the report format.

Data table properties Groups Sorted E|
MName |Grid Groups Sorted Fow Height: ,T
Colurnnz Size

Concentration 115 | g ,2— olor: -
nepsaon 0 el ] ool

Position 120 Delete 3

96

V¥ Shaw column dividers

Thickness: [q Calor: -
St [sdid  v]  Color.

Cancel | oK |

¥ Show raw dividers

Thickness: [q Calor: -
Stle [Solid - Calar..

HeaderFont| Measurements: | Piyals -

To save the file, click on File Save As, type in a file name, press the Save button. Note that the
default report location is RptCustom and .rpt is the default file extension.

6.1.1 Launch Report Creator

Select Utilities from the manager menu, a drop down menu will appear, select Launch
Report Creator.

A blank report will appear. An untitled report will open. Assign a report name by using File
Save As.

Click on maximize to enlarge the view of the work area of the report screen.

5| Untitled - ReportCreator,

File Edit General Chjects Caliration Objects  Report Objects Layout View Window Help

S =BoB

N’
8008
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File New

Click on File to reveal the drop down menu with the following options: New, Open, Print
Setup, Exit.

X ReportCreator

View Help
CErl-+M

Qpen. .. ChFlHHD

Print Setup...

6.1.2 Report Creator Toolbar

TheToolbar centralizes the following list of tools necessary for the user to create unique
reports:

= General objects

= Calibration objects
= Report objects

= Layout

Sample reports are provided at the end of this section to give the user ideas for creating
their own unique reports.

2| Untitled - ReportCreator,
File Edit General Objects Calbration Objects Report Chjects Layout View ‘window Help

D= H G Mg =Eod

The following tables identify the menu options and describe each feature found on the drop
down menus.
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6.1.3 General Objects

& Untitled - ReportCreator,
File Edit ReEEGEResEEEN Calibratio
) = | Addbox

Add elipse

Add line

add label

Add picture

Qutling Body

CObiject properties. ..

Feature Description Output
Add box Draws a box; enables user to click and drag a
o [ ]
Add ellipse Draws an oval; enables user to click and drag Q
an oval
Add line Draws a line; enables user to click and drag a
line
Add label Draws a text box; enables user to click and dra
a text box ’
Add field Draws a box labeled field name :
Fieldname
Add picture Draws a box; allows user to insert an image Image
from browser
Outline Body | Defines the body of the report; adds structure to | Structured output
the report. Tables placed within the body outline
will be automatically sized based on the
reported dataset.
Object Select object properties after selecting the User designated
properties object; allows user to designate alignment, color | properties

of line, fill, font, border, etc. See specific object
properties.

CAAS Operator’s Manual Rev. F
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Placing an object

When a feature from the drop down menu is selected, the mouse pointer will change to
crosshairs. Click to where you want to begin an object, and drag the mouse pointer to
where the object should end. Release the mouse pointer and the object appears. To move
the object, click on the center of the object, crosshair arrows will appear and highlight the
edges of the object with small squares. Use the up, down, left, right arrows on the
keyboard to nudge the object to the position desired.

X ReportCreator, - [Report2]
Fle Edit General Objects Calibration Objects Report Objects Layout View ‘Window Help

DEE RS ~Mp =0 BEHOE®E

[ [EERRRRRRE ERRERERERN ERRERERERN [XRREEEEEE gy [RRRREEERN T K

59

Box

Ellipse
Line

Label field

[]
-

Label

Fieldnarne

Sample of
box object
expanded
larger.

Sample of
box object
e selected.

Sample of
picture
selected.
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6.1.3.1 Properties

To change the properties of an object, right click on the object, and select Properties from
the drop down menu. An alternative to right clicking on the object to arrive at the object
properties window is to left click on the object, click on the General Objects, and then
click on Object properties from the drop down menu.

| Untitled - ReporiCreator
File Edit General Objects Calibration Objecks  Rep

D= & B & | ac [P 8 7=

Zuk
Copy
Duplicate

Up
Down
To fronk
To back

Properkies

Box and Ellipse Properties

¥ Show border [ Fil object v Shaw border I Fill object

Thickness: [ Colr - Color: I:I Tiietess | TR el - Gt |:|

Stle  [Soid  v|  Cobr. | Coor.. | e Jooid =] coon. | Color.,_|

Cancel ,Tl Cancel |

Feature Description

Show border Draws a border around the box object. This is the default
setting. Click on Show border to remove the border from
the box; the border will be invisible.

Thickness Allows the user to set the thickness of the lines of the
border

Style Border styles include dashed, dotted, solid. Solid is the
default.

Color Border color defaults to black. Click on Color, select a
color, and click OK.

Fill object Default setting unfilled object. Click on Fill object to fill
object with color. Click on Color, select color, click OK.
Object displays filled with color selected.

Cancel Cancels selection; closes properties window

OK Accepts and applies selection; closes properties window.

<= eurofins
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Line Properties

Line properties El
Thickness: | Colar: -
Style Salid - Calor...

Cancel | 0K |

Feature Description
Thickness Allows the user to set the thickness of the line
Style Line styles include dashed, dotted, and solid. Solid is the default.
Color Line color defaults to black. Click on Color, select a color, and
click OK.
Cancel Cancels selection; closes properties window
OK Accepts and applies selection; closes properties window.

Label Variables

To manage data on your reports, consider using the label variables found under label
properties.

Label properties E|

[FdezayM ameX)

Justification
* Left " Centered " Right

Tt bt
ny T CT IR LT

Place the label object at the desired location in your report. Click on the label object, click
on Object Properties. Type the label variable in the Label properties window. Note that
you may adjust the placement by left or right justification or centering.

&% eurofins
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Label Variables

Variable: Output:
[Yopage%o] Prints page number
[Yodate%] Prints current date
[Y%6time%o] Prints current time
[%6AssayName%] | Prints assay name (intended for use in calibration reports
only)
[%6AssayUnits%] | Prints assay units (can be used in a grid object)
[6RunDate%] Prints the date the test was run
[YoRuNTime%] Prints the time the test was run
[%6AssayVersion%] | Prints assay version number
[%SWVersion%)] | Prints instrument’s software version number

Label Properties

Label properties E|
Label
Justification
% Left " Centered " Right
Cancel | [ ok | Font. |
Feature Description
Label Assign a name to the label by typing over the word label
in display
Justification Align text; left justification is the default setting. Choose
to center or right align.
Font Select the font style, effect, color and size
Cancel Cancels selection; closes properties window
OK Accepts and applies selection; closes properties
window.
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Field Properties

x)

Field properties

|Fieldname

Justification
+ Left ™ Centered

Cancel | 1] | Font... |

" Right

Feature Description

Fieldname Assign a name to the field by typing over the word
fieldname in display

Justification Align fieldname; left justification is the default setting.
Choose to center or right align.

Font Select the font style, effect, color and size

Cancel Cancels selection; closes properties window

OK Accepts and applies selection; closes properties
window.

Picture Properties

Picture properties El
File:

| N

¥ Show border

Thickness: ,g— Color: -
Sl [Soid v Color...

Cancel Preview

Feature

Description

File

Click on browse box to open browser; allows a picture to
be selected and placed in the picture box (graphs, logos
etc.); image will display in Preview window.

Show border

Draws a border around the box object. This is the default
setting. Click on Show border to remove the border from
the box; the border will be invisible.

Thickness Allows the user to set the thickness of the lines of the
border

Style Border styles include dashed, dotted, and solid. Solid is
the default.

Color Border color defaults to black. Click on Color, select a
color, and click OK.

Cancel Cancels selection; closes properties window

OK Accepts and applies selection; closes properties

window.

&% eurofins
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6.1.4 Calibration Objects

E| Untitled - ReportCreator

File Edit General Objects

Calibration Objects

Report Ot

Add assay information
Add assay substances E
Add skandard curve
Add curve Formula
Add table

Add table statistics
add assay steps
Add assay qoc

Object properties, .,

Feature Description Output
Add assay Draws a box labeled Assay Information T .
information ' i i

. : .
S H— -
Add assay Draws a box labeled Assay Substances
substances fissay substances |

Add standard

Draws a box labeled Curve

curve Curve
Add curve Draws a box labeled Curve Formua |
formula Curre Forrmila
Add table Draws an unlabeled box used for data
table
Add table Draws an unlabeled box used for I:I
statistics statistical data table
Add assay Draws a box labeled Assay steps e
dssay steps
steps ;
Add assay qcc | Draws a box labeled Assay QCC fssay OCC T
Object Select object properties after selecting User designated properties
properties the object; allows user to designate
alignment, color of line, fill, font, border,
etc. See specific object properties.
<= eurofins
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Calibration Objects (Continued)

6.1.4.1 Properties
To change the properties of an object, right click on the object, and select Properties from
the drop down menu.

% Untitled - ReporiCreator

File Edit General Objects  Calibration Objects  Report Objects  Lav

D % B S » [ = B o

L TRy He o |
ASEAY I orimation
Y : ; Cut

: : Copy

-' _______ P Duplicate

Up
Dawn
To front
Ta back

Properties

Example of add Assay Information

An alternative to right clicking on the object to arrive at the object properties window is to
left click on the object, click on the Calibration Objects, and click on Object properties
from the drop down menu.

Assay Information

Assay Information prop... g|

------ =l e
!Assay infortnatign !
' ' ' W Two Colurnng

L 5 " Label Font
PR L a | Fm |

Cancel | ak |

Feature Description
Two Columns | Allows the user to set the number of columns to one or
two. Two columns is the default.

Label Font Select the font style, effect, color and size

Font Select the font style, effect, color and size

Cancel Cancels selection; closes properties window

OK Accepts and applies selection; closes properties
window.

&% eurofins
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Calibration Objects (Continued)

Assay Substances

Assay Substances E|

- L_LELLELLE -
Font
Cancel | ak. |
Feature Description
Font Select the font style, effect, color and size
Cancel Cancels selection; closes properties window
OK Accepts and applies selection; closes properties window.

Curve Properties

E cu?vg E Curve properties E|
Iv Show border
Thickness: ’g— Color: -
Style Solid - Color...
Feature Description
Show border Draws a border around the box object. This is the default

setting. Click on Show border to remove the border from
the box; the border will be invisible.

Thickness Allows the user to set the thickness of the lines of the
border

Style Border styles include dashed, dotted, and solid. Solid is
the default.

Cancel Cancels selection; closes properties window

OK Accepts and applies selection; closes properties window.
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Calibration Objects (Continued)

Curve Formula

Curve Formula Properties E|
........ [ [
%me Forrmla -
. .
'. ------- [ i Faont
Cancel | Ok, |
Feature Description
Font Select the font style, effect, color and size
Cancel Cancels selection; closes properties window
OK Accepts and applies selection; closes properties
window.
Data table
Jata table prope
1 Name Grid Fow Height: ’T 5
B Columns Size Add... v Show border ?z
2 Move up 3 . .
Thickness: | Calar:
Maove down -
— Style i >
Delete i Solid Calor...
3 [ Show column dividers I Show row divider
Thickness: g Calar: - Thickness: | Calar: H g
Sle  [5ald ~ Color.. stle  Solid - Calor...
1 9

4 T Cancel | oK *— 10 11 Eg&ments: Pinels -

Feature Description
Name Allows user to assign a name to the grid
Columns Add or edit column by choosing a heading from the list provided

Show column
divider

Draws dividers between the columns. This is the default setting.
Click on Show column dividers to display on report.

Cancel

Cancels selection; closes properties window

«% eurofins
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Calibration Objects (Continued)

Show border | Draws a border around the box object. This is the default 5
setting. Click on Show border to remove the border from the
box; the border will be invisible.

Thickness Allows the user to set the thickness of the lines of the border 6

Show row Draws dividers between the rows. This is the default setting. 7

divider Click on Show row dividers to display on report.

Style Border styles include dashed, dotted, and solid. Solid is the 8
defult.

Color Border color defaults to black. Click on Color, select a color, 9
and click OK.

OK Accepts and applies selection; closes properties window. 10

Measurement | Pixels, inches or centimeters 11

Assay Steps Properties

M- - [ .

Lssay steps Il Assay Steps SI
L] ] .
M- S EEEERR ]

Step Font
SubStep Fant

Cancel | ak. |

Feature Description
Step Font Select the font style, effect, color and size
SubStep Font | Select the font style, effect, color and size
Cancel Cancels selection; closes properties window
OK Accepts and applies selection; closes properties window.

108
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Assay QCC Properties

:":'LSSEW 8] el . Assay OCC Properties @

] n
E ' v Mesds mare than 1 line per QCC
[ EEEEES .- i'
Fant
Cancel | aK |
Feature Description
Needs more than 1 Default setting is more than 1 line per QC Criteria;
line per QCC based on the length of the formula
Font Select the font style, effect, color and size
Cancel Cancels selection; closes properties window
OK Accepts and applies selection; closes properties

window.

6.1.5 Report Objects

Add table sorted ;
Add patient data |
Analyzer errors

Object properties...

Feature

Description

Add table sorted

Default is sorted data for multiple assays

Add patient data

Data will be displayed if it exists in the Sample
Database

Analyzer errors

This is a text box in which any instrument errors
encountered can be included in the report

Object properties

Allows user to edit the Data Table properties,
including alignment, color of line, fill, font, border,
etc. See specific object properties.
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Add Table Sorted

Once the Table is placed in the create report field, clicking on Properties will open this
window.

Data table properties Groups Sorted

] Hame |Grid Groups Sorted R ow Height: 16

Columns Size Add.

X

¥ Show border

e Thickness: [n Calor: -

Move down
— Shyle i
Delete i Salid v Calar...
[ Show column dividers [ Show row dividers

Thickness: g Colar: - Thickress: g Colar: -
Style ’m Color... Ghyle ’m Calar..
Cancel | 0K, | Header Font | Measurements: | pjyels -

Add Patient Data

[ -
:E’at:lent data - Patient Data Properties @

[+ Twao Columns

Label Font
Font

Cancel | Ok |

Feature Description

Two Columns Default setting is two columns; uncheck box to
format as one column

Label Font Select the font style, effect, color and size

Font Select the font style, effect, color and size
Cancel Cancels selection; closes properties window
OK Accepts and applies selection; closes properties
window.
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Data Table Properties

-

Data table properties Groups Sorted g| 5
1 Mame |Grid Groups Sorted Row Height: 15 g
Columns Size Add... ¥ Showborder € 6
2 Move up Thickness: [o Calor:
tove down -
" oo | ¥ Soid <] Color. 7
3 > [ Show column dividers [ Show row dividers g— 8
Thickness: Calar Thickness: Colar:
ickness Igi olar - ickress ’07 olor -‘\
Style (5ol = Colar... Swle  [sold - Color.. | 9
4 [T
Cancel | oK. | Header Font | Measurements: |F'i:<e|s \_'-I\
d \ }\ 10
/
11 12 13
Feature Description
Name Allows user to assign a name to the groups 1
Columns Add or edit column by choosing a heading from the drop down 2
list provided
Show column | Draws dividers between the columns. This is the default setting. | 3
divider Click on Show column dividers to display on report.
Cancel Cancels selection; closes properties window 4
Row Height User may set desired row height 5
Show border | Draws a border around the box object. This is the default 6
setting. Click on Show border to remove the border from the
box; the border will be invisible.
Thickness Allows the user to set the thickness of the lines of the border | 7
Show row Draws dividers between the rows. This is the default setting. 8
divider Click on Show row dividers to display on report.
Color Border color defaults to black. Click on Color, select a color, 9
and click OK.
Style Border styles include dashed, dotted, and solid. Solid is the 10
default.
OK Accepts and applies selection; closes properties window. 11
Header Font Select the font style, effect, color and size 12
Measurement | Pixels, inches or centimeters 13
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6.1.6 Layout
Align - Zoom to fit

This option allows user a closer view of the grid to align data as desired.

File Edit General Objects Calibration Objscts Report Objects EVEIN view  Window Help

B S~y = o

+ 5nap to grid

Settings

& Report2

Zoam ko fit

B3

€3

|»

Snap to Grid

This option allows user ease of placement of general objects.

8| Untitled - ReportCreator
File Edit General Objects Calbration Objects  Repart Objects

View window Help

=] & Mg = Eo R > aJ B
v Snap to grid
| P 1 o E .
= Settings =
Zoom ta fit

6.1.7 View
View allows user to display the Toolbar, the Status Bar, set grid lines on or off, and set
margins. Example shows grid lines on.

B| Untitled - ReportCreator
File Edi GenerslObjects Calbration Objects Repart Objecks  Layout

Window  Help

== S ~My=go@ v Toobar =]
v Status Bar

_‘ — ! S v arid 4G S .

Marging  Ctrb+M ~
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6.2 Sample Reports

Assay

Assay Report
Sample |Absorbance| Concentration | Interpret. | Normal Range | Position
:13:49 PM
TEH Standard 1 0.018 Abs 0.0 plUfmL 0.0 RK2: 14->401¢@2
TSH Standard 1 0.013 Abs 0.0 pllfml 0.0 RK2:14->B01@2
TSH Standard 2 0.108 Abs 0.5 pllfmlL 0.5 RE2:15->C01¢02
TSH Standard 2 0.098 Abs 0.5 plUfmL 05 RK2:15->D01¢@2
TSH Standard 3 0.208 Abs 2.0 pllUfml 2.0 RE2:16->E01¢@2
TSH Standard 3 0.310 Abs pIU/mL 2.0 RE2:16->FO1@3
| TSH Standard 4 0638 Abs 1 pllWimlL 5.0 RE2:17->G01@@3
| TSH Standard 4 0. Abs 4.9 plUfmL 5.0 REK2:17->HI1@3
| TSH Standard 5 190 Abs 0 pllUimL 10.0 RE2:18->402@02
| TSH Standard 5 215 Abs 1001 pIUml 10.0 RE2:18->B02@2
| TSH Standard 6 2.607 Abs 25.2 plliml 25.0 RK2:19->C02@2
| TSH Standard 6 2.563 Abs 24.8 pllUfml 25.0 RE2:19->D02@2
R-1 0.323 Abs 2.2 plufml 04-6.0 RE2:04->E02@2
R-2 0.397 Abs 2.9 pllWmL 04-6.0 RK2:05->F02@3
R.-3 0.403 Abs 9 plUiml 04-6.0 RE2:06->G02@3
R.-4 0.307 Abs .0 plUfmL 04-6.0 RK2:07->HI2@3
.- 0.081 Abs .4 plUfml 04-60 RE2:08->403@2
R.-6 0.204 Abs L3 pllUiml 04-60 RI2:09->B03@2
R-7 0.452 Abs 3.4 pllml 04-60 RE2:10->C053@2
-8 0.798 Abs .5 piUfml High 04-60 FE2:11->D03@2
-9 0.389 Abs B pllUfmL 04-60 RE2:12->E053@2
R-10 0,495 Abs 3.8 ylth 04-6 REZ13->FO3@3 |
Cut Off Calibration
Cut-off Calibration Report
COV=0328
(Fan Time Auwgust 29, 2006 10:13:57)
Control Data:
Sample Abs. Mean JAbs COV| Mean 5.0. Y.
Blank 0.032 0.032
HIV Hegasve Control 0076 0.ovE 0.232 0.23% 0.00z 357
0.050 0.244
HIV Poative Contmol 1.581 1.581 4520 4.8
QC Control Criteria:
"AEE(Blank) < 0.100 Pass
TMean(HIYV Megative Control)' <= 0,120 Pass
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Calibration Report

Standard Curve:

Foun Time: dnzust 2%, 2006 16:18:4%

Calibration Report
TSH

Absorbance
A0 5
1300
Ll t |
0.0 25 o]
Conz (pilmL)
Pairt= 1 - 2 Slope = 017600, Intercept = 0.015000
Pairts 2 - 3: Slope = 013400, Intercept = 0.036000
Poirtz 3 - 4 Slope = 010667, Intercept = 0.0906867
Paints 4 - 5: Slope = 011580, Intercept = 0.045000
Poirts 5 - 6 Slope = 0.092133, Intercept = 0.28167
Data:
Sample Value | Abs. | Mean | plUmL | Mean S.0. % CM.
TSH Standard 1 oo (K 0015 0oan 0.000 0000 (i)
0013 0oan
TSH Standard 2 03 0.108 0.103 0500 0.500 0000 oog
0.0%: 0500
TEH Standard 3 20 0298 | 0304 | 2000 [ 2050 | 0071 345
0310 2100
TSH Standard 4 50 0638 | D624 | 5100 | 5000 | 0141 283
0410 4800
TSH Standard 5 10.0 1190 | 1.205 | 9500 | 10000 | 0141 141
1215 10,100
T5H Standard & 250 2607 | 23585 [ 25200 [ 25000 | 0283 113
Patient Report
Patient Report
Patient Data:
Family Mame:  Jacohson Doctar: Smith
Given Name  Jeff Address: 102 3¥W 1st Street, Miami, FL
Middle Name:  B. 33130
Sex: 1} Keyword
DOB: 44181972 Custom:
TestResults:
Assay Concentration | Interpretation [ Normal Range
001546
Albumin 4.0 gidl 3.1-43
Alkaline Phoshatase g6 WL 30-115
ALT 34 WL 7-585
AST 24 UL 4-36
BUN 28.8 mofdL High 80-250
Calcium 9.2 moyfdl 8.5-10.5
Creatining 1.2 mgfdl 06-15
Glucose 96.0 mo/dl 70.0-1100
Total Bilirubin 0.1 mofdl <1.0
Total Protein 72 ol 60-810
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Sample Report

Sample Report

Assay [ Concentration [ Interpretation | Normal Range
i}
Alhumin 4.0 gl 3.1-43
Alkaline Phoshatase 56 LWL 30-118
34 UL T-485
AST 24 UL 4-36
BUN 28.8 mofdl High 8.0-250
Calcium 9.2 mo/dl 85-105
Creatining 1.2 me/dl 06-1%5
Glucose 95.0 mofdl 70.0-1100
Total Bilirubin 0.1 mg/dl <10
Total Protein 7.2 ofdl 60-80

Calibration Report with Assay Steps

&% eurofins

Calibration Report
FSH

Assay Steps:

Add Sample, Volume [50.0 pL)
Aspiration Speed=2, Air Gap=11pL, Dispense Speed=2, Dispense Height=Low
Add Reagent [FSH Enzyme Conjugate], Volume [100.0 L]
Aspiration Speed=0, Air Gap=25L, Prewarm Time=Dsec, Dispense Speed=2, Dispense Height=High
Clean Probe with [1N HCI], Volume [500 pL]
Aspiration Speed=2, Air Gap=50ul.
Rinse Probe, Volume [2000 pL], 1 time(s)

Incubate 01:00:00 [1h Omin Osec]

Wash 3x, Volume [400 pL], Soak Time [30 sec]
Substep 1: Aspirale  Dispense Volume [400 MicroLiter] SoakTime H{] Sec]
Substep 2: Aspirate  Dispense Volume [400 MicroLiter] SoakTime [30 Sec
Substep 3: Aspirate  Dispense Volume [400 MicroLiter| SoakTime [3
Substep 4: DoubleAspirate

Add Reagent [Substrate Solution], Volume [100.0 pL]
Aspiration Speed=2, Air Gap=25pL, Prewarm Time=0sec, Dispense Speed=2, Dispense Height=High
Incubate 00:15:00 [Oh 15min Osec]

Add Reagent [Stop Solution], Volume [50.0 pL]
Aspiration Speed=2, Air Gap=25uL, Prewarm Time=0sec, Dispense Speed=2, Dispense Height=High
Incubate 00:00:10 [0h Omin 10sec]

Read with Primary Filter[450], Differential Filter[630]

Standard Curve:
Run Time: September 20, 2006 12:23:42
2,600 [
o
-]
£ ool
Ed 30
2
B
3
z
0.000-F H— b |
0.0 10.0 20.0 30.0 40.0 50.0 60.0 70.0 B0.0 90.0 10,0
Cone (UL}

Points 1 - 2: Slope = 0.047000, Intercept = 0.0100000

Page: 1
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Reports (Continued)

116

Paints 2 - 3 : Slope = 0.042800, Intercept = 0.031000
Paints 3 - 4 : Slope = 0.043400, Intercept = 0.025000

Calibration Report

FSH

Points 4 - 5 ; Slope = 0.023880, Intercept = 0.51300

Points 5 - 6 : Slope = 0.017560, Intercept = 0.82900
Data:
Sample Value Abs. Mean UL Mean S.D. % C.V.

FSH Calibrator A 0.0 0.011 0.010 0,000 0.000 0.000 0.00
0.010 0.000

FSH Calibrator B 5.0 0.246 0.245 5.000 5.000 0.000 .00
0.244 5.000

FSH Calibrator C 10,0 0.455 0.459 9.900 10.000 0.141 1.41
0.463 10.100

FSH Calibrator D 250 1.108 L1100 | 25000 | 25050 | 0.071 0.28
1.112 25.100

FSH Calibrator E 50.0 1,716 1.707 50.500 | 50,050 0.636 1.27
1.697 49.600

FSH Calibrator F 100.0 2.607 2.585 101.300 | 100,000 1.838 1.84
2.563 98.700
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7. Troubleshooting

7.1 Tips for Running CAAS

7.1.1 Avoiding Bubbles

Prime syringes with 70% isopropyl alcohol (standard drugstore rubbing alcohol). Place the
tubing that sits in the priming bottle into a bottle of alcohol, then go to “Routines” and
choose “Prime Syringes.”

Pay attention to the larger syringe and be sure to repeat the priming step until there are no
air bubbles at the very top of the syringe.

NOTE: during regular use, there may be a few “stationary” bubbles at the top of the
syringe that will wobble/move while the syringe is working—these types of bubbles are
common and usually do not affect performance. Once you are confident the syringes are
bubble-free (usually 1-3 prime cycles), place the tubing back into the priming bottle (prime
bottle must always be filled with deionized or distilled water), and repeat “Prime Syringes”
for double the amount of times that alcohol was cycled (ex. 2 alcohol primes = 4 water
primes).

Additionally, pinching the tubing (see figure below) from the prime bottle to the diluter,
while the larger syringe is mid-stroke, can quickly remove air bubbles, but be sure to prime
the syringes thoroughly after applying this technique.

Figure 7.1.1-1 Tubing from Prime Bottle to the Diluter
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7.1.2 Alignments

Check all alignments. Most alignments do not need to be adjusted on a routine basis—
unless there are clear issues, or errors being produced. However, double-checking the
alignments could prevent a failed run in the future. If CAAS results are producing high
%CV values, the wash-head alignment should be checked.

If adjustments are made to the main probe (used to pipette all reagents and samples into
the plate wells), a quick check of the MAXZ and MXZ2 settings should be conducted.
Press the “F5” key on your keyboard.

)

3 2 B0 R00

Insbumend Sty Loadg inatsction
Fist temp e aTT Wt bty gty [ Hameat Postion | Viohume
Probe lempershse urtT Wb Bl Ful Na bama o thow
Terpaiahos i chargrgte.  Foom T eapecsian Firvis bt Full

Flack! Cammunication Window B

y  Esscubed command st [double cick. a/line o ie-serd]

Chutpu T -
w
Sl Lo [pwean Ender sy bo vand]
Layout I. ~  Calbraton If" Sampht I@J‘ Test Lt l.cj Fapen ]
For heip please check the polf file in the rtal iides UM o

FIGURE 7.1.2-1 MAXZ and MXZ2 Settings
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A communication window will appear. In the bottom-left corner, type “PARM” into the input
command, then press “Enter” key. A list will be generated as shown below.

Abraxis prefers that MAXZ and MXZ2 have Z values of 0410. If Z does not equal 0410,
type “MAXZ0410" into the input command, then press “Enter.”

N8 53 0 ABO.

Inctumert Stoha Loadng Instuction
Plate tomperatien. 17T Wadsbosle  Ewoly [ Hemetn Pouon | Volme
Poobetempwanns 7T Wathtette Pl i et s
Tenpesahion a changegiy  Floom Tempershue Fsebotte  Ful

Rack! Communscation Wirdew [+ ]

Emscubed command st fdouble clok a e b re-vend)

Ingad Dt Tere 3
Ha
Fie
Say |15TA 7/2018 B:4E115 AN
— Froaarw
Loa

onss Enine kot 10 cerl]

- | Dicabie Sescting  [[View commurse sterdencepton] kg

ot [i= Cobbrton | #_ Samphe Totlt @] Fepert

For help please check the pat file = the install foider N o

Figure 7.1.2-2

The picture below is confirmation that the software has accepted the new parameters.
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18 10114215 AM
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Figure 7.1.2-3
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Perform the same steps for MXZ2 so the Z value is also 0410, and then type “PARM” into
the input command once more to confirm the changes have officially been made.

To confirm that the wash-head is properly aligned, place an uncoated plate (preferably an
Abraxis plate—plate(s) can be provided/shipped with any order at no additional cost) into
the plate tray (see FIGURES 7.1.2-5 and 7.1.2-6), then goto the “Layout” tab at the
bottom-left of the screen. Be sure to check off ~6 rows:

OO0 0o|[550600 « ||| 55523580 FE
5SS (835885: | |55
O OR® QOO 18 OOOOOOO0 04 | s
X800 1998988 | |53kt [
0000 1899299% || conaoaa i
(835888 1/|000000# ||| 508300000 rm
O00000 | |B5D00O0: ||| OOOOAODN10
QOOOOOO 00000054 OOOOOOOOJ_l [~ Row11
000000 || 3330 Ge | || 0000000012 ram
HLI Hame | Home wash
,H“—Hl Resel I Reset
Save. Save... I
= Calibration V4 Sample B Testlit & Report

Figure 7.1.2-4 Layout Tab

Before placing the microtiter plate into the plate tray, place the plate flat on the benchtop,
face down (the top of the wells), and gently press the plate against the benchtop to insure
the strips become flush against the plate frame—if the strips are not flush, this could lead
to uneven washing of the wells during the washing steps of the assay.

Figure 7.1.2-5
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Figure 7.1.2-6

Take notice during the filling/dispensing that all wells are being filled uniformly. See picture
below.

Figure 7.1.2-7
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Once this process is complete, remove the plate from the tray, lift and hold the plate up to
the light, and check for liquid remnants still inside the wells:

This is acceptable:

Figure 7.1.2-8

The figure below would be unacceptable, and further wash-head alignment is required.
NOTE: notice the “half-moon” liquid remnants that are left at the bottom of the wells.

Figure 7.1.2-9

Continue to wash and check the wells after any new adjustments are made to the wash-
head alignment. Abraxis can send a replacement 5X wash bottle with any new
order/shipment.
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7.1.3 Channel Blank
Perform a channel blank by clicking on “Utilities” then choose “Channel Blank.”

Be sure to clean the wells before performing the Channel Blank or Self-test. The channel
blank procedure will require the NaOH Blanking Solution that comes with the self-test
solution pack—Abraxis provides 30 mL bottles (same bottle type that 1N HCL is held—
usually placed in Rack 1-Position 1) with each self-test pack to hold the blanking solution
from the large white bottle.

*»*BE SURE THE NaOH SOLUTION HAS NOT EXPIRED**

If the channel blank FAILS, please repeat the action until the result is “PASS.” Once the
channel blank has passed, before sure to clean the wells again.

7.1.4 Self Test

Perform a self-test by clicking on “Utilities” then choose “Self Test.” The self-test will
require the same blanking solution as with the channel blank, but also PNP (yellow)
solution.

*BE SURE THE SELF-TEST SOLUTIONS HAVE NOT EXPIRED**

Pour off some PNP solution (~2 mL) into a 4 mL glass vial and place into Rack 2-Position
1. The self-test will take ~8-10 minutes to complete. Once complete, the dialogue box will
display if the test “PASSED” or “FAILED.”

Either way, click the “Details” button and print the report. An Abraxis or Awaretech

technician may ask to see these details. If the self-test does “FAIL,” an Abraxis (or

Awaretech) technician will decide if cause is insignificant, or further diagnostics are
necessary.

*TRANSFER THE PNP (YELLOW) SOLUTION BACK TO ORIGINAL BOTTLE AFTER
USE, AS IT CAN NOT REMAIN IN GLASS**
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7.1.5 Timing

Remove all racks/plates/etc. from the CAAS, press F5 to bring up the communication

window, Type the following commands, and ensure that the elapsed times that the CAAS
displays are within the associated ranges:

1.1 XTIM: 18 — 23 seconds
1.2 ZTIM: 11 — 13 seconds
1.3 PLXT: 17 — 22 seconds
1.4 PLYT: 45 - 55 seconds
1.5 R1TM: 41 — 48 seconds
1.6 R2TM: 41 — 48 seconds
1.7 FSPD: 0.280 — 0.320 seconds

If any of the above commands produce elapsed times that are outside of the acceptable
range, please contact Abraxis for instructions on how to adjust.

7.1.6 Before Running an ELISA

At this point, if everything checks out, the CAAS should be ready to go, but before running
an ELISA, always remember to:

e Perform “Start of Day” before each analysis, and also after opening any of the bottles
located on the side of the instrument (waste, wash, rinse)—this will insure all the lines
and pressures are adequate.

e Prime the wash-head 2-3 times before starting the run. Click on “Routines” then
“Prime Washer — Wash Bottle.” During these primes, take notice if all 8 wash-head
probes are delivering consistent, uniform streams of wash buffer. If they are not, there

must be a clog in the wash-head. Seek an Abraxis or Awaretech technician for
assistance removing the clog.

e Prime the syringes. Click on “Routine” then “Prime Syringes.” During these priming, be
sure there are no air bubbles in either syringe—particularly the larger syringe.

e Before placing the microtiter plate into the plate tray, place the plate flat on the
benchtop, face down (the top of the wells), and gently press the plate against the
benchtop to insure the strips become flush against the plate frame—if the strips are

not flush, this could lead to uneven washing of the wells during the washing steps of
the assay.
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7.2 Flags and Error Messages

Flags are warning messages to the user of a possible problem condition that will need to be
corrected. The instrument will continue to operate under these conditions. An example of a Flag
is “Wash Bottle is Low”.

Error Messages indicate a condition that causes the instrument to be unable to proceed, and
must be corrected before the instrument is used further. An example of an Error Message is
“Probe Z axis is jammed.”

7.2.1 Flags

7.2.1.1 Possible Insufficient Aspiration:

This flag may appear:

= If incorrect bottle sizes are used in the reagent rack.
= If reagent bottles are filled past the neck.

Volume Calculation

Instrument automatically detects liquid surfaces and makes approximate volume
calculations based upon the diameters of the rack cutouts and the distance
between the detected surface and the bottom of the rack. Hanging containers that
do not rest on the bottom of the rack will introduce error to the volume
approximation if the container bottom level is not set to a new value. These types
of containers can only be used provided the new container bottom level is
properly set using Rack 2 setup (refer to Section 2.2 Instrument Setup).

A CAUTION: Conical containers and containers narrower than the rack
openings will always result in volume calculation errors.
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Probe Insertion Depth

For reagents, it is important to choose straight-walled bottles that snugly fit the rack
hole cut-outs. (Refer to Figure 7.2.1.1-1 Probe Insertion Depth Illustration.)

Sample volumes are usually so small that the vessel configuration is not a factor.
Reagent handling, however, can be adversely affected by significantly tapered or
under-sized vessels.

This is why: the probe detects the liquid surface at the start then Instrument calculates
the proper insertion depth for the probe so that the probe tip will remain just below the
liquid surface when the aspiration is finished.

This calculation is based on the diameter of the rack hole cut-out, and it assumes a
straight-walled bottle. If a much smaller diameter bottle or a conical vessel is used, the
liquid surface will descend faster and could result in the aspiration of some air and less
than the desired reagent volume.

iquid Surface
Reagent Reagent Reagent
Bottle ™ Bottle o Bottle ™
Area of Area of Area of
Error Error Error
Rack NG Fack I Rack I
Correct Too Narrow Conical

Figure 7.2.1.1-1 Probe Insertion Depth Illustration
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Flags (Continued)

A CAUTION: Pipette errors may occur if reagent bottles are used which have a
smaller diameter than that for which the rack was designed. This can result in
inaccurate volumes or no reagent being dispensed to some reaction wells..

7.2.1.2 Wash/Rinse Bottle Low:

When the wash or rinse bottle is low, you will be warned as appropriate.

The software will automatically check the status of the bottles when preparing to
run assays.

Refill the bottle(s) before starting the assays.

= If one of the bottles becomes low during the run, the Error Status Board will
display a message “Wash bottle empty” or “Rinse bottle empty” and will
continue to perform the wash with the remaining solution.

= To refill the wash bottle, select Pause Engine from the Management Menu.
Refill the wash bottle. Select Resume Engine from the Management Menu.

7.2.1.3 Waste Bottle Full:

= When the waste bottle becomes full during a run the software will prompt
“Waste Bottle Full”.

= If the message appears to be in error, wipe out the inside of the bottle cap with
a dry cloth. It is very important not to run the instrument when the Waste bottle
is full to avoid damage. The software does not check the drain waste
container.

NOTE: Although the software only checks the Wash, Rinse, and Waste bottles

when necessary for assays, the instrument checks itself periodically. If the

instrument is beeping periodically during periods of inactivity, check the bottle

volume levels.

A CAUTION: Do not open the WASTE bottle until the pressure is released.
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7.2.2 Error Messages

Error Code(s)/Problem:

Solution:

001 Unknown Command

Check command for spelling and validity.

002 Parameter exceeds
allowed range

Verify correct number of numbers and placeholders

003 Too few or wrong
parameters

Check command has valid number of argument(s) or
parameters

004 Command has not been
implemented

005 Fluid not detected in
range.
Not enough Sample or
Reagent

Add more fluid to the container and press "Resume All”.

When setting up a run, be sure to have about 100 uL of
extra volume in each serum vial. It is also important to
place more reagent volume in the reagent bottles than is
actually necessary in the assay.

If the reagent volume is limited, the reagent bottle
position should be assigned in the assay or in the run to
use one of the smaller rack positions.

006 Probe Z axis is jammed

007 Probe X axis is jammed

Make sure the probe is properly seated with the
retention hook over the collar.

When a jam message appears, look for a physical
obstruction to remove, and verify correct instrument set-
up (alignments).

008 Rack 1 is jammed

009 Rack 2 is jammed

Possible causes are bottles that are too tall or have too
small of a diameter for the rack cut-out.

Make sure bottle caps have been removed, correct rack
files are being used, and the setup alignment
parameters including probe depth and wash head depth
are correct.

If normal operation does not resume after clearing the
obstruction, select Initialize from the Management tab
on the manager menu.

If the problem is not solved by re-initializing, turn the
instrument off and restart it. If the jam has not cleared,
contact Technical Support.
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Error Code(s)/Problem:

Solution:

010 Diluter not
acknowledging

Check the cable that plugs in the back of the diluter

011 CSI/O Inactive

Unable to communicate with coprocessor.

013 Timeout waiting for
coprocessor message

Make sure that the serial cable is firmly connected to

both the computer and the Instrument. Use the cable

(and adapter, if needed) provided with the instrument.
Make sure the Instrument is powered up.

014 Diluter not responding

See Error Code 010

015 Timeout waiting for
completion of last
coprocessor command

See Error Code 013

016 Check reagent/sample
level!

Check levels

018 Probe sensor malfunction

A problem exists with fluid sensing circuitry.

019 Parameter checksum
error

See Error Code 013

020 Probe jammed while
trying to detect the liquid
surface

Make sure you have the proper size bottle (not too small
or tapered).

Check that the cap has been removed from the bottle.
Try adding more reagent. Check the probe depth setting
for the rack in Instrument Setup.

021 Small syringe stroke
error

022 Large syringe stroke
error

Check the assay programs to make that the maximum
(2.5 mL max large syringe; 50 uL max small syringe)
has not been exceeded.

Select the Routines tab from the manager menu, and
click on the Wash Probe option to reset the syringe
position.

504 Plate X axis is jammed

Check for physical obstructions blocking the path of the
plate in the X direction.

505 Plate Y axis is jammed

Check for physical obstructions blocking the path of the
plate in the Y direction.
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Error Code(s)/Problem:

Solution:

506 Wash axis is jammed

Select Initialize from the Management tab on the
manager menu. If the wash head does not lift free,
loosen the two thumbscrews that connect the wash
head to the wash arm (Figure 9.1.2-1).

3 |

I T

i _v
|
&

I .
ood
I‘ | ‘ ‘ | ‘ |

Figure 7.2.2-1
Possible causes include setting the washer depth too
low or setting it such that the wash head tubes hit the
edge of the reaction plate wells. (See Instrument Set
Up).
The Set Up should be re-checked so that the long tubes
of the wash head just lightly touch the microwells and
are set toward the back of the center of the wells.
Make sure that the wash head appears level after
installation and that the screws are snug.

511 Wash movement error.
Wash aborted.

Check for physical jams blocking the path of the wash
head.

512 Waste bottle is full

Pause the Engine by clicking on the Pause Engine icon

ﬁ [pauselresume Enaine], (Click on icon again when finished
to Resume Engine.)
Carefully unscrew the cap and empty the waste bottle.

A CAUTION: Protect yourself from contact with
hazardous waste.

Make sure the aerosol filter does not get wet in the
process (replace if this happens).

If the Waste bottle is already empty when the error
message is observed, check that the sensors are not
shorted by foam, or touching each other.

Clean the inside of the cap with a paper towel. Close the
cap tightly and assure that the colored luer locks and
sensor are plugged in before resuming operation.
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Error Code(s)/Problem:

Solution:

513 Wash bottle is empty

Wash/Rinse bottles are low. The instrument detected an
empty condition on the wash or rinse bottle. If the bottle is
full, check that the sensor’s lead is securely connected to
the bottle cap and plugged in properly. Check the sensor
leads for continuity.

514 Rinse bottle is empty

The instrument detected an empty condition on the wash or
rinse bottle. If the bottle is full, check that the sensor’s lead
is securely connected to the bottle cap and plugged in
properly.

Wrong cap has been used. Make sure the cap with the long
wires is inserted into the bottle and closed snug. The black
plastic separator should be at the bottom of the wires and
the wires should not be crossed or touching each other.
Check that the sensors are submerged in the liquid.

Pause/resume the engine by clicking on —==l icon.
Unscrew and refill the bottle.

Close the caps tightly and assure that the colored luer locks
and sensors remain plugged in before resuming operation.

515 Filter Wheel Error
Wheel is not rotating

Check filter wheel pulleys for freedom of movement.

516 Pressure System
Error

517 Vacuum System
Error

Pressure not
building rapidly
enough

Select the option Pause Engine from the Management Tab
on the menu. (Select Resume Engine when finished.)
Open and re-close each bottle cap to flatten and reset each
gasket.

Check all of the bottle caps and connections for tightness.
Make sure there are no cracks in the caps, tubing, or
connections.

Check the operation of the pinch valves. If the valve opens
but the tubing remains pinched, move the tubing so that a
different area gets pinched.

Open the tubing by stretching it and rolling it between your
fingers.

If the aerosol filter on the waste bottle gets wet it will no
longer function; try changing this filter assembly.
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Error Code(s)/Problem:

Solution:

518 Possible aspiration
failure

To prevent accidental flooding of the plate during
washing, the Instrument automatically verifies adequate
aspiration before beginning a wash cycle by moving
down and blocking the aspiration probes against a foam
test strip. If the foam is worn away or if the wash head is
not level, air may leak into the system and cause this
message.

Check that the wash head is properly installed. Check
the wash head alignment, setting the wash head height
to a lower setting usually solves this problem (see
Section 4.2 Instrument Setup). Check that all tubing is
connected and not pinched. If this does not solve the
problem, replace the foam strip.

519 Vacuum over range

Check for obstruction in the head or tubing.
A clogged aerosol filter may also be the cause; try
replacing this assembly.

520 Y slot not detected

Y Slot flag not properly situated. Physical obstructions in
path of Plate Y.
Malfunctioning Y slot sensor.

521 X slot not detected

X Slot flag not properly situated. Physical obstructions in
path of Plate X.
Malfunctioning X slot sensor.

522 Lamp X failure

Look for all four lights and replace any burned out bulbs.
Always contact your Instrument Service Provider first.

If all the lamps are lit, check for fluid spillage. Spillage or
an obstructed or damaged optical filter may also cause
this message due to decreased detection of light.

Clean spills immediately and wipe chemical residue
away with repeat cleanings using fresh water.

523 Channel blanks are not
valid!!

Under Settings, select Alignment, click on Channel
Blanks option.

Run Channel Blanks using the blanking material
provided with Instrument and new clean and clear-flat
bottom microwells. Follow the instructions as prompted.
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7.3 Log Files

Log files are available for service and troubleshooting issues and are located in C:\Abraxis CAAS

\Root\Logs.
Marme Size | Type Date Modified
=] Mgr.log 2,025 KB TextDocument 9/11/2012 9:41 AM
=| AssayEdit.log 1KB TextDocument 2/10/2012 12:41PM
Mgr.log =] MarErr.log J15KB Text Document 9/7/2012 3:10 PM
E} plan.log 1KB TextDocument 3/5/2012 10:0% AM
‘I?] Mar Console - 2012.1og 11KB TextDocument 3/4/2012 10:26 AM
E] Reagent Rack 33X3-29R.-45.log 12KB TextDocument 8/30/2012 12:12PM
MgrErr.log [Z] Mar[1].log 231KB TextDocument 8/30/2012 12:12PM
[£] mar[2].lag 60 KB TextDocument 8/29/2012 Z:51FM
[£] mar[3].lag 219KB Text Document 8/29/2012 11:13 AM
'T;’] Mar[4].log 4,936 KB TextDocument 8/28/2012 3:36 PM
E’] Mgr[5].log 544 KB TextDocument 3/8/2012 12:27FPM
B MNo3.wit 1KB WLT File 7242012 1:45FM
d |3 MNo2.wit 1KB WLT File 7242012 1:29 FM
\ﬁj Patient DB.log 1KB TextDocument 7242012 11:15 AM
|3 No1.wlt 1KB WLT File 7242012 11:14 AM
\ E] reagent.log 12KB TextDocument 5/24/2012 3:05FM
\E’] QccFail.log 0KB TextDocument 4/3/2012 5114 PM

Mgr[1].log to g QCC.log

0KB TextDocument 4/2/2012 12:27FM

Figure 7.3-1 Example Log Files

Log Name Description
Magr.log Mgr.log stands for Manager log
Mgr[1] through Mgr[5].log Five backups of the Mgr.log
MgrErr.log Lists errors
QccFail.log Lists failed QC
AssayEdit.log Records assay changes
PatientDB.log Records patient database changes
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7.3.1 View Communication Logs

View communication logs from the Communication Window: Click on any item listed and

the log history will open in a display window.

Ewecuted comemand lat: fdouble cick a ine to re-send)
lrnput Dusput Time -

% 3.05.517.0 376 373 EF Fow 6.5 O
#5TAT

15TAT 15TAT /11,2012 10:08:00 M
% 1.0 5.5 37,0 32,6 17,9 € F F w 6.9 O
ASTAT

\5TaT 1$7AT L0 10109100 A
% 3.0 5.5 37,1 37.6 3.3 E F F ow 6.8 O
#5TAT

157aT 15TaT BAA1/2002 10110300 WM
® 3.0 5.8 FL FP.6 353 EF P w Be.d On
#STAT

15TAT iSTAT B/11/2012 10:31:00 MM
% 1.0 5.5 37,0 37,6 170 € F F w369 o
#sTAT

\STAT \sTaT SAL2002 20122100 A
% 3.0 5.5 17,1 37.6 37,3 E F F w 268 0%
#5TAT

\5TaT \sTaT B/11/2017 10:13:00 WM
0.0 5.5 BRL 326 3P0 € F F w 2ed On
5TAT

-
Ingeut comman lpress Evier key to send]
= ] Dreabin 2 T —— T

n

Figure 7.3.1-1 View communication logs

B Mer[2].log - Notepad

File Edit Format View Help

Instrument Log (5.4.1.550)
0S5 Wersion: 5.1.2600

9/7/2012 9:32:36 AM IPARM [ Current Step: I
9/7/2012 9:32:36 AM IPARM

92012 9:32:36 AM -Parameters

972012 9:32:37 AM 0 Sem MN=SIh1

97772012 9:32:37 AM -1 Rack1 ¥=0308, X=0282

Figure 7.3.1-2 Log Displayed
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7.4 PC Communication (COM) Port Setting

The program’s default communication port setting is AUTO.

To change the communication port, choose Software under the Settings menu.

Click on the down arrow to display the optional settings; click to select, click OK to accept.

Management Routines Lot# Registration

QC Tracking Sample#®
1@ 55 @50 R0 |

—Instrument Status

| Select Language

Figure 7.4-1 Software Settings

64 EIA Strategy

‘8 Report Output

The following instructions have been included in case they are ever needed. It is rare that the

& Sample Database

=4 Startup

Whatto do after software starts:
—Shrink test database

Keep numerical ID records:

Report Appearanc

Keep sample ID records:

—Connectto instrument

Communication Port:
Communication Handshaking:

Communication Speed:

Figure 7.4-2 COM Port options

COM Port Setting will need adjustment. If the software has trouble communicating with the
instrument check the COM Port setting on the computer as it may be necessary to make an

adjustment to the instrument’s software settings. The Windows Device Manager needs to be

opened in order to know which COM Port your computer system is using for the USB connection

to your instrument

Click on the Window's
start button
Select Control Panel

‘ Control Panel ’

<& eurofins

esktop Connection
7]

= - Devices and Printers
N %, Packexe
Default Programs

E E - Softools WinIDE »

— Help and Support
;ﬁ HyperTerminal Private Edition »

Command Prompt

| 2] Programs

| Search programs and files
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PC Communication (COM) Port Setting

Depending upon the version of Windows® being used, you may see one of the following paths to
access the COM Port Settings..

Example 1 — From the Control Panel, select System. The System Properties window will open.
Select the tab Hardware. You can then open the Device Manager.

Compuine N H

Gepremal

Drerven Baragsi
T s Erarwnce M mruscess sty o the st
i e eornptet. Uin tha Diirvacs Wacagei 1o
peapenting of grg device

Example 1 - Control Panel to System to Device Manager

l S et Flpstors Abzingte Update: Rirecha

Adkwarced

¥

Example 2 — From the Control Panel, select System. In the next window that opens, select

Device Manager.

£ ll !Lﬂ » Control Panel » All Control Panel tems »

W Action Center

M Color Management
& Desktop Gadgets

@ Ease of Access Center
T Getting Started

€ Internet Options

B mail (32-bity

i paremal Controls

‘W Power Options

@ Sync Center
A Troubleshooting

4 Windows Defender

136

%, RemoteApp and Desktop Connectiol

Adjust your computer's settings

2 Administrative Tools
@ Credential Manager
& Device Manager
Flash Player (32-bit)
+d HomeGroup

(] Java (32-bit)

F Mouse

M Performance Information and Tools

Windows edition

File Action View Help
e || 5| o &

431 Validator1647
&> - Computer
b —a Disk drives
b ';. Display adapters
-} DVD/CD-ROM drives
b ’:Eﬁ Human Interface Devices
b g IDE ATA/ATAPI controllers
> == Keyboards
:.> -+ Mice and other pointing devigfs
» Ml Monitors

4 "7 Ports (COM &1PT)|

Example 2 - Control Panel to System to Device Manager
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PC Communication (COM) Port Settings (Continued)

Click on the Ports (COM & LPT) folder. You should see a version of Silicon driver.
4 "7 Ports (COM & LPT)
.7 Silicon Labs CP210x USB to UART Bridge (COM14)

If Silicon Labs is NOT shown, recheck the connection between the instrument and the PC and be
sure the instrument’s power switch is set to | (ON).

In Example 2 above, Windows® is reporting that the COM port is #14. If the software is displaying
a different communication port, select COM14 from the drop down list.

Software Setti
ErTTTE—
=1 Startup «1 Startup

(@ Sample Database  Whatto do afer sofware starts:

8 Chemistry Washin | Shrinktest database

Keop numencal ID recasds: |1 yearis) »

8 Chemistry Strateg =
Koop sample I0 ecords [Fyeanss =
6 E1A Strateqy =

# Report Appearane [~ Connectio instrument

" ’ o !E1 L:
[comto o

0 ato! {COM1

[COMI2

Communication Spaad [COM1
|coms |

‘i) Report Cutput

|COMI5
Dkl tomperature |COMI16
e Icom17
Chemisiry Made - |contis —
ElA Mode [Room TempeiComta 7]

Be sure to select OK to exit at the bottom of the window
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8. Contact Information

eurofins Abraxis Inc.
124 Railroad Drive
Warminster, PA 18974
Phone: (215) 357-3911
Fax: (215) 357-5232

www.abraxiskits.com

Important: When contacting us, please have the Model and Serial Number of the CAAS
in question. Have a description of the problem with as much detail as possible. Save any
relevant jobs or logs and send or e-mail us the information.

Model:

Serial #:

BIOHAZARD: Instruments to be returned must be accompanied by a

decontamination certificate completed by the responsible laboratory
manager. If a decontamination certificate is not supplied, the returning

& laboratory will be responsible for charges resulting from non-acceptance of
the instrument by the servicing center or from any authority’s intervention.

% eurofins
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9. Appendix A — Reagent Cooling Accessory® (RCA) - Optional

The Reagent Cooling Accessory (RCA) is an optional accessory.

The RCA protects reagents from high ambient temperatures.

. sy
o=

Aeagent - f’f
Cooling <C ﬂ@
Accessory <A

Technical Specifications

= Peltier thermoelectric modules cool the reagent rack via cold plates placed
internally in the instrument and connected to an external controller.

= Allows complete freedom of rack movement during all functions of assay
operations, testing and sampling.

Overall
= Dimensions: 14” (36 cm) L x 6” (15cm) W x 8" (20cm) H
= Weight: 8 Ibs (3.6 kg)
= Cooling Capability: 12° C to 15° C below ambient
= Insulated Reagent Racks: Standard 27 or 44 positions
= Control: Automatic Thermal Control

Requirements

= Input Voltage to RCA: 115 or 230 VAC
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10. Appendix B — Solution Compositions

10.1 Plate Washer Solutions

Wash Solution (for chemistry assays): 0.01% Tween® 20 (aoopl Tween® 20 to 1L Deionized
H,0). An 80X concentrate is available for purchase, order Plate Washing Kit P/N 029017.

Rinse Solution: Deionized H,0.

10.2 Reading Solutions

Blanking Solutions and Performance Check Diluent: 0.1 N NaOH with 0.01% Triton® X-100 (4.0g
NaOH + 100pl Triton® X-100 to 1 L Deionized H,0).

Performance/Dye Check Solution: Dilute aqueous solution of p-nitrophenol (PNP). A ready to use
calibrated solution is available for purchase, order Performance Check Kit P/N 029019.

10.3 Cleaning Solutions

End of Day Probe Cleaning Solution: 10% chlorine bleach (chlorine bleach = 5.25% sodium
hypochlorite)

Alcohol Syringe Cleaning Solution: 70% isopropy! alcohol
Bleach Syringe Cleaning Solution: 10% chlorine bleach

Wash Head Tubing Cleaning Solution: 30% chlorine bleach
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