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Introduction

1 Introduction

The goal of this manual is to help qualified operators of the 5aayReader+®analyzer use the

instrument effectively, with accurate results, and up to its full potential.
It provides information about every relevant aspect of the installation, use, and database
management of the analyzer, as well as basic maintenance and troubleshooting information.

1.1 About (‘9.aoyReader+®
The 5aayReader+® instrument is a quantitative lateral flow immunochromatography

analyzer. The 5aayReader+® installation kit includes the analyzer and the software

that lets the operator actuate the evaluation processes, regulate the functioning,
storing and moving measurement results database.

1.2 Intended Use

The 5aayReader+® analyzer is intended to provide a quantitative

immunochromatography assay result for a wide range of otherwise purely qualitative
rapid test devices to increase the accuracy and efficiency of the home, point of
care, and laboratory testing of the relevant marker analytes.

1.3 Limitations of Use

* Any reactive specimen with any of the rapid test devices must be confirmed with
alternative testing methods and clinical findings.

» The results obtained with rapid test devices should only be interpreted in conjunction
with other diagnostic procedures and clinical findings.

* A negative result for an individual subject indicates that the level of the marker tested is not
detectable. However, a negative test result does not preclude the possibility of one or more of
the medical conditions associated with the given marker.

1.4 How to use this manual

This manual is intended as an instruction set and a reference guide for ((;aayReadeH

operators. It provides all information needed to install, operate, maintain, and
troubleshoot basic problems with the instrument, and lists service contact information.

®

1.4.1 Symbols and formatting conventions

This manual uses the following symbols to help you navigate the text:

A WARNING This symbol indicates maintenance procedures, operations, and
other processes that can cause personal injury or harm if the instructions are not
followed carefully.

This is an example of warning text.

A CAUTION This symbol indicates maintenance procedures, operations, and other
processes that can cause equipment malfunction, equipment failure, or damage to the
equipment if the instructions are not followed carefully.

This is an example of caution text.

@ NOTE This symbol indicates important information or useful tips for operating
and handling the device.

This is an example of note text.

The manual uses the following formatting conventions to highlight important
information and help you navigate the text:

« ltalic text in purple indicates a cross-reference that points to a related
subsection of the manual or to an external hyperlink.

* Bold monospace typeindicates text that appears on a connected display.

* [Text in square brackets] indicates article numbers for parts and accessories that
you can order for the device.

1 numbering within procedures indicates steps that you need to performin sequence.

* Bullet points (¢) indicate items on a list or steps that you do not need to perform
in sequence.
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1.4.2 Acronyms and abbreviations

Abbreviation Definition

AC Alternating Current

LIS Laboratory Information System
DHCP Dynamic Host Configuration Protocol
csv comma separated values

DC Direct Current

EN European Standard

ID identification number

LED Light Emitting Diode

CMOS Complementary Metal-Oxide Semiconductor
EMC Electromagnetic Compatibility

RF Radio Frequency
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2 System description
2.1 Theory of operation

((;myReadeH@ utilizes lateral flow immunochromatographic assay technology using -
membrane rapid test assay devices.

2.1.1 Rapid test device technology

The test specimen (type of sample that can be used on the instrument, as indicated in
the corresponding device manual for each parameter) that the operator dispenses into
the assay device migrates, with spontaneous capillary action, all through the
membrane, and interacts with the particles and molecules placed at various parts of
the membrane.

1 It first interacts with the conjugate, where it binds with the color-coated bio-active
particles. The specimen analytes that pass through the conjugate therefore become
color-coated themselves.

2 The specimen then passes through the Test Line (T) and the Control Line (C), where two
types of capturing components are present in the membrane:

. The components in the Control Line capture every colored particle that passes through
them, and indicate whether the assay device is functional: When an adequate
number of colored particles, are captured, a colored band appears across the
Control Line, which means that the test result is valid.

. The components in the Test Line are analyte-specific, and only capture test
particles that bound to the analyte that the test detects. When an adequate
number of analyte-bound colored particles are captured, a colored band
appears across the Test Line, which indicates a positive test result.

2.1.2 basyReader+® assay device processing

1 After the specimen is dispensed into the assay device, a device-specific
incubation time must elapse before a reading can be made. You can time the

incubation time yourself, or set the 5aayReader+® device to count it down.

2 When the incubation time elapses, the instrument shines a green LED light onto
the surface of the membrane of the assay device. The green light is used for
evaluation and serves to increase the contrast of the potential discoloration by
effectively subtracting the white background from the image.

3 A CMOS camera takes a picture of the oval test window of the device, using the light
from the LEDs. The image processing software scans the resulting image, detects
any discoloration, and calculates the average saturation of the colored area on the
membrane.

4 The microprocessor compares the average saturation value detected in the image
to the preset device-specific cutoff ranges to arrive at a semi-quantitative test result.

2.2 Overview of operating elements

(4]

ok R
"
Figure 1: Front view of the

@wyRead er+®analyzer

1 Capacitive touch screen

2 Device holder

3 Carry handle

4 Printer compartment hinge
5 PS2 socket

6 Ethernet socket

7 USB Type B sockets

s cowmmames g
R =
Figure 2: Back view of the

5aayReader+®analyzer with the bottom panel
removed

8 USB Type A socket

9. Control LED (red)

10 Power cable socket

11 Serial interface

12 Reset button

13 On switch

AA battery holder (bottom side, not

shown in picture)
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2.3 Technical specifications

Type
Dimensions

Throughput

Power supply

Operational
conditions:

Storage conditions::

Transportation

Printer parameters

Database capacity
Display

Interfaces

Reflectance photometer

Weight: 1500 g

Height: 170 mm

Width: 150 mm

Depth: 180 mm

In internal incubation (countdown mode): about 5
specimens/hour

In external incubation (Immediate mode): about 50
specimens/hour

External adapter:100-240 Volt AC, 50-60 Hz, 7.5 Volt DC output
Optional battery operation: 6 size AA battery/NiMH accumulator
Temperature: +15 to +40°C (optimal temperature 15°C to 30°C)
Relative humidity: 30 to 80% (without condensation)
Atmospheric pressure: 70 kPa to 106 kPa (corresponds to
altitudes of 0—-3000 above sea level)

Temperature: +5°C to +45°C

Relative humidity: 10% to 85% (without condensation)
Atmospheric pressure: 70 kPa to 106 kPa (corresponds to
altitudes of 0—3000 above sea level)

Temperature: -25°C to +60°C

Relative humidity: 75% at 30°C (24h)

Atmospheric pressure: 70 kPa to 106 kPa (corresponds to
altitudes of 0—-3000 above sea level)

Thermal printer

Maximum roll width: 60 mm

1000 measurement records

Size: 4.3”

Resolution: 480 x 272 pixels

Ethernet, PS2 port, Serial RS232, USB Type A, USB Type B

2.4 Instrument and labeling symbols

This section lists and describes all the symbols that appear on the analyzer, the power

supply included with the instrument, or their packaging.

Symbol on

the analyzer

q

Meaning

The product conforms to
the essential requirements
in the European Medical
Devices Directive.

Symbol on
the analyzer

A
T0Fz

257

F

Meaning

Temperature limitation
indicating upper and
lower limits

IVD The product is an in vitro .
medical device. SN Serial number
0% _ .. )
h Consult instructions for %3 Humidity limitation
1 use indicating upper and
% lower limits
| Manufacturer details 75V=3A Power requirements

T

[rer]

Catalog number

Biological hazard

Keyboard port

Power on/off

-

USB port symbol

DC Adaptor Polarity
Centre Positive

eie

Ethernet port

Symbol on
the package

Meaning

Manufacturer details

Symbol on
the package

Meaning

Temperature limitation
indicating upper and lower
limits

IVD

The product is an in vitro
medical device.

Atmospheric pressure
limitation indicating upper
and lower limits

=

Consult instructions for
use

Humidity limitation
indicating upper and lower
limits

q

The product conforms to
the essential requirements
in the European Medical
Devices Directive.

Fragile

10



Symbol on

the package

Meaning

Do not use if packaging is
damaged

Symbol on
the package

1/

e W

ZZAN

Meaning

Keep away from direct
sunlight

the adapter

This way up

g

=

Keep package out of rain
and away from damp
conditions

Recycle material

Symbol on
the adapter

¢

Meaning

The product conforms to
the essential requirements
in the European Medical
Devices Directive.

Symbol on
the adapter

Meaning

Environmentally friendly
period in year (ROHS)

Meaning

The product conforms to
the essential requirements
in Restriction of China
Compulsory Certificate

Symbol on
the adapter

Meaning

Underwriters Laboratories
Recognized Component
certification mark in
Canada and the United
States

Sk

Slovenian Institute of
Quality and Metrology
certification mark

The product conforms to
the essential requirements
of GOST standard
implemented by Euro-
Asian Council for
Standardization, Metrology
and Certification (EASC)

System description

Use indoors

o)
g

Waste Electric and
Electronic Equipment

DC Adaptor Polarity
Centre Positive

Serial number

The product conforms to
the essential requirements
of UL

A

Read manual

Fuse

The product complies with
the applicable EMC
standard and establishes
a traceable link between a
product and the supplier
responsible for placind it
on the Australian or New
Zealand market.

The product conforms to
the essential requirements
of China Quality
Certification Centre and
Product Safety of
Electrical Appliance &
Materials

EFFICIENCY LEVEL @

The product conforms to
the essential requirements
of Level V standard
implemented by California
Energy Commission

TEST REPORT IEC
61558-2-16 Standard EN
61558-2-16:2009+
A1:2013 used in
conjunction with EN
61558-1:2005 + A1:2009
(DIN EN 61558-2-
16:2014-06)

Switch mode Power
supply

Double insulation

Voluntary Control Council
for Interference by
Information Technology
Equipment

RoHS

The product conforms to
the essential requirements
in Restriction of
Hazardous Substances
Directive

Tested ti Federal
Communications
Commission requirements

Ukraine UKRSepro

12
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3 Quickstart

A All components of the assay device analyzer may come into contact
with human urine, blood or feces and are therefore possible sources of
infection. These specimens should be handled at Biosafety Level 2. To
prevent accidental contamination, always wear disposable surgical gloves
when handling reagents, fluids, or any part of the analyzer. Use universal
precautions, and consult your facility’s infection control policy. See
Protecting yourself from biohazards for more information.

1 Unpack the instrument and place it on an even, hard surface (for detailed
unpacking and set up instructions see Installation).

2 Connect the power supply or insert batteries and switch the analyzer on with the
On switch. After the first boot-up procedure the Start-Up Wizard will appear (See
Start-up Wizard).

@ In the Start-up Wizard you can decide if you would like to use the Easy Mode
which is emulating the functioning of the three pressing button operated old

version of 5aayReader+®. For the ones who know the old menu might be easier to

use it, altough it has limited functionality compared to the new Plus Mode. For
more information see Easy Mode.

@ After every further switching on the Measurement screen will show up on the
display.

@ The analyzer runs a self check to test its hardware and software functionality
at every switch on.

3 Select the assay device type you would like to use (see 7.1.2).

@ The analyzer cannot recognize the type of assay device therefore it is very
important to set the analyzer correctly. Using unmatching device type causes false
results.

4 Perform a blank measurement (see 9.2.1).

@ If Autostart is on, which is a default setting, you dont even have to tap the
START button, the analyzer starts the measurement automatically. Works with
regular measurement, too. To deselect it see 10.1.

5 Prepare and apply the specimen to the sample well of the assay device.
6 Load the rapid test holder with the device and insert it into the analyzer.
7 The analyzer detects the assay device and waits for the assay device type-

specific incubation time to elapse.

@ You can set the analyzer for external incubation by clicking in the Immediate
checkbox on Measurement screen.

@ In case of choosing external incubation you have to follow the instructions of
the package insert of the assay device type for the specified incubation time.

@ It is recommended to use internal incubation for the sake of accuracy, but
there could be circumstances (e.g. large number of samples with same assay
device type) when more convenient to do otherwise.

8 The analyzer starts the measurement and a few seconds later displayes the
result on Measurement»Result screen.

9 You can print , transfer , edit @ delete the result or go back ) to

Measurement screen.

@ If you pull out the rapid test holder and Autostart is enabled, the system goes
back to Measurement menu.

@ With the default settings you can use the analyzer in a so-called Touchless
operation mode, when you can analyze specimens without the need of touching
the screen.

14
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4 Installation

4.1 Preparation
4.1.1 Installation site

4.1.2 Unpacking and checking for completeness

Prior to unpacking, clear the area where the analyzer is to be operated. Check
dimensions in Technical specification and add required space for any accessories,
detachable parts and consumable materials needed for the operation of the
analyzer. The table is needed to be is strong enough to support the weight of
them.

A Do not use the 5aayReader+® analyzer outdoors.

& Make sure that you set up and operate the analyzer on a solid level
surface in an environment without large variations in temperature or
humidity. Do not operate the analyzer in temperatures below 15°C (59°F) or
above 40°C (104°F). Do not expose the analyzer to strong light.

A Do not operate the analyzer in an enviroment with strong vibrations as
it may influence the results and also could cause failures to the instrument.

A Do not operate the analyzer in close proximity to sources of intense
electromagnetic radiation (such as unshielded intentional RF sources). The
analyzer is certified to meet the EMC requirements of EN 61326-1:2007 and
EN 61236-2-6:2007.

A Make sure that there is enough room behind the device for the easy
access to cables, the main connector and the ON/OFF switch and also for
the proper ventillation of the analyzer. The recommended safety clearance is
25 centimeters (9.8inches).

& Observe the safety labels on the analyzer and its packaging.

1 Check the package that the analyzer arrived in for visible signs of damage — if
you find any, do not open the package, but contact the delivery service.

2 If there is no visible sign of damage, open the package, and carefully remove its
contents.

@ It is recommended that you keep the package and the package cushioning
wrappers in case you would like to relocate the complete system in the future.

3 Check that the items in Figure 3 are inside the delivered package, and that they
are intact and in working condition.

Figure 3 : The contents of an é:wyReadeH@

delivery package
Key to the delivery package:

1 (‘9.aayReader+® analyzer or

((;aayReadeH@analyzer (battery-operated)

2 A roll of thermal printer paper
3 Calibration rapid test

4 Rapid test holder

5 Blank card

6 Mains cable

7 AC adapter: Mains requirements: AC 100—
240V, 50/60 Hz, 1.5 A; Output: DC 7.5V, 3.0
A (Manufacturer: GlobTek, Inc.; model:
GTM91120-3007.5-T2)

8 Operator's manual CD

A All parts and accessories of the analyzer listed in the packing list and
all its rapid tests as well as available controls should be supplied by the
manufacturer or by a distributor accepted by the manufacturer.

16
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4.2 Configuration
4.2.1 Power supply

1 Refer to 4.1.1 above and find a suitable installation site for the 5aayReader+®
analyzer. Insert the rapid test holder into the analyzer.

2 If you are using grid electricity to operate the analyzer, plug the mains cable into
the grid electricity outlet and the AC adapter. Plug the AC adapter into the power
socket at the back of the analyzer (Cf. Figure 4).

Figure 4 : Plugging the power supply into the
analyzer

__,.,-—"::: et . o

A Never use an AC adapter or power cord if it shows any signs of
damage.

& The mains cable in the package has a CEE 7/16 (“Europlug”) plug that
you can safely plug into any grounded CEE 7/4 socket. If your socket is
incompatible with the power plug, use a plug converter.

Use only the AC adapter supplied with the analyzer and always plug it into a
grounded socket.

@ If you are using grid electricity to operate the analyzer, make sure that the
current and voltage is appropriate (Cf. 4.1.2), and connect the power supply to
both the wall outlet and the analyzer.

Optional

If you are using batteries to operate the analyzer, unscrew the Phillips screw that
secure the metal plate over the battery compartment (Cf. Figure 5), open it, insert
the six (6) AA batteries into the appropriate slots in the compartment (Cf. Figure
6), close the metal plate and secure it with the screw.

The printer is not working during battery operation. All data sent to print will be
stored and printed automatically when returning to grid electricity

Figure 6: When you insert the batteries, always
pay attention to the polarities

Figure 5: Unscrew the screws at the bottom of
the analyzer to access the battery compartment

& Use only alkaline AA or NiMH AA batteries and pay attention to the right
polarities, and make sure that all the batteries that you insert are the same

type.

& Do not leave batteries in the analyzer for a long period of time to
prevent unwanted leaking and warming up which can cause damage to the
analyzer.

A Never use any metal items to pick batteries out of their compartment
because it might harm the batteries and/or cause a short circuit.

18
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4.2.2 Load the built-in printer

4.2.4 Switching the analyzer on

Figure 7 :

Push back the printer compartment hinge to open it. Insert a roll of printer paper into the compartment
so that it sits straight between the aligner ridges. Tap the Paper Feed button on the Main screen to
make a few inches of paper hang out over the edge of the compartment hinge.

@ Use a roll of maximum 60 millimeter wide thermal printer paper. The system
displays a warning if it does not detect paper in the paper well.

AThe edge of the printer compartment hinge is sharp. Handle it with care.

4.2.3 Interfacing with a computer

Figure 8 :

To switch the analyzer on, check that the power cord is connected,
toggle the On/Off switch (labelled 11 in Figure 2) at the back of
the analyzer on.Press on the switch for one second.

@ If the analyzer does not start up, first check the AC adapter control LED.

4.2.5 Switching the analyzer off

The instrument can send results to a computer via the serial port located on the
back of the analyzer. This requires a D-sub,9-n serial cable (male on instrument
side, female on PC side). It is even possible to transmit data via an Ethernet cable
which connector is located on the back of the analyzer (labelled 6 in Figure 2).

Do not remove the power cable or turn the analyzer off while it is in operation,
otherwise the data may be corrupted or the system may be compromised. Before
turning the analyzer off, always ensure that there is no assay test in the rapid test

holder and it is clean. The analyzer can be switched off by tapping the power
button on the Main Menu , the Measurement or on the Login screen.

A We recommend that you switch off the analyzer and unplug the mains
adapter from the AC wall socket at the end of each day.

20
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5 Interacting with the analyzer

5.1 Types of interaction
5.1.1 Tapping the display

5.1.2 Using a keyboard

The primary user interface of the (‘;aayReadeH@ analyzer is a capacitive

touchscreen display, but you can also operate the instrument via a connected
standard computer keyboard.

You can operate the display by lightly touching (“tapping”) it in a touch-sensitive
area with your bare or rubber-glove covered fingers, or capacitive styluses.

A The display is made of glass. Do not touch the display if the glass is
cracked or shattered. Glass screens are sensitive to drops and mechanical
shocks.

A Keep the display away from strong magnetic fields and heat sources.

A It is not possible to operate the capacitive touchscreen by touching it
with non-conducting materials such as a pen or fingernails.

A The operating principle of capacitive touchscreens is based on
conducting materials touching their surface. Do not let conducting materials
such as grease and sweat from your fingers build up on the surface of the
screen, as these can compromise the functionality of the display.

@ Sound effect feedback is enabled by default, and the system confirms
successful tap events with a short clicking sound.

autologin

S
CYSTATIN-C (CST3)

. . Space
Please insert device

F QC JE Blank J
| Database 'E Immediate

Figure 9 : The Measurement screen with the
corresponding keyboard keys displayed over the
touchscreen buttons.

If you have connected a computer keyboard via the USB-a or the PS2 socket (Cf.
Figure 2), you can use it not only to enter text faster in text fields, but also to

operate the 5aayReader+® analyzer. Each button on each display screen has a

specific keyboard key assigned to it.

Press the ‘CtrI’ (Control) key on your connected keyboard to see which keyboard
key corresponds to which button on the specific screen (Cf.Figure 9). Press the
keyboard key that corresponds to the button that you would like to tap on the
touchscreen.

A To avoid losing information or faulty functioning always connect the
keyboard properly.

A Only connect devices that comply with the EN 60950 standard and all
its extensions relevant to the type of the connected device.

22



5.1.3 Using a barcode scanner

You can use a barcode scanner to speed up patient and specimen data input, and
to eliminate typing mistakes when you enter data into the analyzer. With a barcode
scanner, you can enter the specimen ID, the patient ID, the assay device lot
information, and even login information for operator accounts, if you save the user
name and/or the password in a barcode.

@ Consult the IT department of your facility for information about saving data in
a barcode.

A No external power supply, special software, or driver is necessary to
operate the analyzer with a connected barcode scanner.

A Make sure that the barcode scanner that you are using supports ALT
mode, and select this mode of operation before you start using it with the

5a4yReader+® analyzer.
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5.2 Elements of the user interface
5.2.1 The Status bar

The ribbon across the top of every screen on the (‘;aayReadeH@ interface offers you
some basic information about the analyzer.

autologino
Database » Filter(3

Figure 10 : The Status bar is in the top of the (‘9'MReader+ interface

62014—05—29 10:18:49 VEDA . LAB —.s
4)

Key to the status bar:

1 Operators name

2 Date and time or queue informations (to be seen alternately, only in case of
below listed events). The four placeholders in square brackets, divided by comas,
from left to right:

* the number of active errors;

* the number of records in the printing queue;

* the number of records in the transfer output queue;

* the number of items on the worklist.

3 Screen name, indicates the current section of the system you are working in.

4 Status icons:

- = USB flash drive is connected.
*- s Dbatteryis full

*- 5 batteryis 75% full

*- mmm Dbatteryis 50% full

battery is 25% full.

@ The background of the top of status bar changes to yellow if a warning
message is active, and it changes to red if an error mesage is active. If a warning
or error message is active, tap inside the status bar to view the details of the
message.

24
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5.2.2 Input screens

Whenever you need to enter some text on the display interface, text boxes are
displayed. Tap inside text boxes to display an input screen that allows direct text
input.

This section shows you how to use these screens.

5.2.2.1 Text input screens

2014-10-07 09:52: 41 @[ Jn] )

Measurement » Patient ID

Enter patient ID

1)
@%@@@@

OEMWEMECE)

" @@ @

Figure 11 : An example of a text input screen with the
special buttons marked

Key to Figure 11:

1 This is the text box that all the other buttons on the screen apply to. The string
inside it will appear as the output text.

2 Tap this button to delete the character to the right of the cursor.

3 Tap these buttons to move the cursor inside the string in the text box left or right.

4 Tap the and buttons to toggle between upper and lowercase letter input.
5 Tap the Alt button to switch from letter input to additional character input.

6 Tap the 123 button to switch from letter input to numbers input.

7 To cancel the input press the Back button.

8 To save the text that you entered, tap the Save button.

5.2.2.2 The Birth date/Gender input screen

You can add the birth date and the gender of the patient who supplied the sample
to each test result record. When you click inside the Birth date/Gender box on the
Result»Modify screen (Cf.Figure 31), the Birth date/Gender input screen
appears.

autologin

(2)

Result » Modify » Birthdate/Gender

ﬂ

195660—02 1

[ wmale
(2]

%) @16y ) (V)

Figure 12 : The Birthdate/Gender input screen with its
elements marked

=G
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Key to Figure 12:

1 A placeholder for the birth date that you are entering, that works like a text box. A
cursor indicates the digit that you are changing.

@ The default date format is Year-Month-Day. If you would like a different date
format, consult with your system administrator.

2 The gender check box. Select Male or Female.
3 The number pad. Tap the numbers to enter a birth date for the patient.

@ You cannot enter a birth date that is earlier than 1900.

4 The delete button. Tap this button to delete the digit in the birth date that the
cursor indicates.

5 Cursor left and right buttons. Tap one or the other to move the cursor one digit to
the left or right, respectively.
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5.2.3 Special Buttons

When operating the (gaoyReadeH@ analyzer, you will encounter several buttons that

have more than one state, and that provide information as well as functionality to
the operator.

« The |¥J) Save button becomes active only after you have modified at least
one parameter on the screen: it indicates that you need to save the changes that
you made before they take effect;

* The Back button also changes to Backé&Drop when you have modified
parameters on a screen: tap it to exit the screen and abandon the changes;
» The background color of a number of buttons changes to orange when you tap

them: filter criteria , the Select by movement button (labelled 4 in Figure 27),
the Clear password button. The orange background indicates that the button is
now active.

» The Start button is green under normal circumstances, but its background color
changes to orange when a blank measurement is required before a regular
measurement (Cf. Figure 18).

5.2.4 Radio Buttons and Checkboxes

5.3 Data input alternatives
5.3.1 Using a barcode scanner

For information see 5.1.3.

5.3.2 Using an USB flash drive

» Radio buttons are displayed when you can choose between options that are
mutually exclusive. Whenever you tap inside a radio

O w7z button to select it, all the other radio buttons on the
(O LIs2 (AsTv) screen become deselected. Selected radio buttons
8 CsViseparatedualues) have a dot inside them; deselected radio buttons are

empty

» Checkboxes are displayed when you can make one or more choices on a screen,

and the choices do not cancel each other out. Tap
E Male inside a checkbox to toggle its selection on or off.
D Fernale

Selected checkboxes have a check mark inside
them, deselected checkboxes are empty.

The USB port on the 5aoyReader+® analyzer (Cf. Figure 2) is mostly a channel for
exporting and transferring data, but it can also serve as a data input port when you
are updating the system software.

To mount a USB flash drive on the system, simply insert the drive into the Type A
USB port on the back of the analyzer (Cf. Figure 2).

To remove a USB flash drive from the system, tap in the status icon area of the

status bar, which displays "USB connected" & icon to unmount the drive and
then remove it.

A Do not remove a connected USB drive without first unmounting it, as
this can cause data corruption on the drive.
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6 Start-up wizard

The first time your 5aayReader+® analyzer is turned on, it will take you through a

quick set up procedure. This procedure will allow you to select the basic functions
of the analyzer so you can use the analyzer with your choice of settings.

@ It is recommended that a supervisor-level user should complete the Start-up
Wizard and set up the system, so that all the features and functions can be
customized.

@ The supervisor password is 1234 by default which is recommended to be
changed later.

The Start-Up Wizard will allow you to select the following settings:
» Language (Cf. 11.1.Change the interface language)

» Date and time (Cf. 11.2.Set the date and time)

» System security (Cf. 11.3.Customize system security)

@ In this section you can select if you prefer to use the Easy Mode menu which
is emulating the functioning of the push button operated old version of

((;aayRead er+®.

» Change ‘supervisor’ operator password (optional: depends on system security
level)

» Printout (Cf. 11.4.Set up results printout)

» Output (Cf. 11.5.Configure results transfer)

» QC (Cf. 9.1.Quality Control settings)

» Add operators (Cf. 11.8.Manage operator accounts)

@ If you wish to skip the wizard after the language settings and configure them
at a later date, tap Skip on the second screen.

You can review all active settings on the Main Menu » View settings screen. All
settings, including connectivity (‘Output’) can be modified on the Main Menu »
Settings screen.
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7 Analyzing specimens
7.1 Assay device management

The 5wyReader+® analyzer is compatible with different assay device types each of
which can detect a specific biomarker.

A The system cannot automatically detect the type of assay device that
you insert using the device dock. Because of this, before you start a test,
you need to check that the currently active assay device is the type that you
are using, and, if necessary, manually select and activate the appropriate

type.

admin 2014-10-07 09: 03:22 @ NI

Measurement

Please insert device

[ QC ]( Blank J
| Database ||:| Immediate

Figure 13: The device type indicator box (highlighted) has 2 functions: displaying actually selected
device and as a button it takes you to Select Device screen.

7.1.1 Select a particular type of assay device

20 0ES 11432 ‘.‘li"}.

Beta-hCG-5erum Test

B-hCiG [3F) IE-A

LOT{Exp): 535562013712 AFP
CA-125

e 0 Q)
9B &

B-hen (U3
Figure 14 : The Select Device screen.

1 On the startup (Measurement) screen, tap inside the device type indicator
box.

2 In the Select Device screen that pops up, use the up and down arrow keys
(labelled 2 in Figure 14) to move the cursor bar over the assay device type that
you would like to use.

3 Select assay device or go back to Measurement screen without
selection.

Key to Figure 14:

1 Cursor bar

2 Up an Down buttons

3 Edit LOT and expiry date if QC lockout is checked in QC options menu
4 Select assay device type

5 Go back in menu hierarchy.

@ The name and lot number of the assay device type that the cursor bar is
currently over appears on the screen.

32



Analyzing specimens

33

7.1.2 Excluding an assay device from selection

FOILIIG/ M 123556 QA F]]
CK-MB Test B-hcE (U3
CE-IE 14ps) CA-125

1234 3[2019/12) CEA

LOT (Exp):
CK-MB 9

2208 59

Figure 15: The Settings»Device screen

Key to Figure 15:
1 Available assay device types;
2 Cursor bar;
3 Unavailable assay device types (letters turned ochre);
4 Up and Down buttons;
5 Select or unselect the cursor-highlighted assay device;
6 Edit LOT and expiry date if QC lockout is checked in QC options menu;
7 Select assay device type;
8 Go back in menu hierarchy.

1 On the startup (Measurement) screen, tap the Settings button on the Main
screen, and then the Devices button on the Settings screen;

2 In the Settings»Device screen that pops up, use the up and down arrow keys
(labelled 4 in Figure 15) to move the cursor bar over the assay device type that
you would like to exlude from the list of the Select Device screen.

3 Select assay device and apply change or go back E to
Measurement screen without selection.

@ On this screen you cannot actually select a device for measurement. You can
edit the available device type list for the Select Device screen, where the selection
is to be made.

@ The name and lot number of the assay device type that the cursor bar is
currently over appears on the screen.

7.1.3 Register assay device lots

autekogn 201502

FRTTERE VEDA

Enter LOT{Exp]

00600600000
OO0

Figure 16: The LOT number with the expiry date in brackets.

You need to register the lot number of each batch of assay devices you would like
to use before you can start a measurement for reasons of quality control:

» To make sure that the assay devices that you use to perform the measurements
have not expired.

» To guarantee accurate measurement results and verify that you are using the
assay devices that the analyzer was designed to process.

1 Access the Select Device by tapping the device indicator box on the
Measurement screen or the Settings»Device by tapping Devices button on
Settings screen

2 Use the up and down arrow keys to move the cursor bar over the assay device

type that you would like to register a lot for and tap Edit @ button.
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3 On the Device LOT Code» New LOT Code screen, enter LOT number, and lot
expiry date in brackets (YYYY/MM) for the selected device type.

A Make sure that you enter lot information for assay devices as it appears
on the device packaging.

4 Tap the Save button to save the changes or the Back&Drop button to
cancel the changes and exit the screen.

7.2 Handling specimens

The collected samples must be stored until measurement in particular ways, that
hospitals and laboratories have their regulations about them based on clinical
experiments, WHO regulations, standards and patents. They must be stored in
certain conditions until only certain period of time to suit the measurement method
and the biomarker you want to detect. Therefore this manual do not give specified
instructions about them. Every batch of assay device has package insert in them
containing all necessery information of sample handling and preparation.

Figure 17: When you prepare specimens for analysis, always
label or mark them individually.

A Specimens must be collected aseptically,
under the standard laboratory conditions.

A Whole blood, plasma, serum, urine, and feces specimens are potentially
infectious, and must be handled at Biosafety Level 2.

@ The instructions for the use of the particular type of assay device you are
using (package insert) always take precedence over the instructions in this
manual. Consult the instructions for the use of the specific type of assay device
that you are using before applying the test specimens.

@ This format of test should not be used for visual reading.
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7.3 Start a regular measurement

admin 2014-10-07 09:03: 22 @[T
1 PSA (S/P)

Please insert device

OB E=X:
rMairﬂ f Databasq O immeciaelGY

Figure 18 : The Measurement screen with the assay device
type indicator box and Select Device button (1), the START
button (2), Blank measurment (3), the Database button (4),
and the Immediate mode checkbox (5) indicated

Make sure that you prepare the following before you start using the 5aayReader+®
analyzer:

» the specimens that you would like to test (and that you handle and prepare
according to best practices);

» assay devices (at least one for each of your specimens) for the semi-quantitative
detection of the biomarker that you are testing;

*an 5aayReader+® analyzer in working condition, complete with accessories (Cf.
Figure 3).

@ Keep in mind that for the first measurement after system startup, the analyzer
requires a blank reference measurement before you can start the testing
procedure. Do not apply the test specimen to the assay device until you perform a
valid blank reference measurement, and the analyzer is ready for a regular
measurement.

1 Switch the analyzer on and log in.

2 Perform a blank measurement.

3 Allow the test specimen and the wrapped assay devices to come to room
temperature, and remove the wrapping of the assay device.

@ Read the package insert of the assay device type you are using to avoid
mistakes what could lead to false results.

4 Label each assay device with the name or identifier of the patient who provided
the test specimen before you apply the test specimen to the device.

Figure 19: Mark or label each assay device individually

@ It is recommended that you clearly mark or label each specimen test tube and
assay device individually so that you can identify them later (Cf. Figure 17 and
Figure 19).

5 Follow the instructions on the package insert of the assay device when you apply
specimens. Place the assay device horizontally and use the specimen dispenser
provided with the assay device, and dispense the amount of specimen given in the
package insert of the assay device into the sample well.

&Avoid sampling air bubbles.

6 If the package insert of the assay device requires it, add the amount and type of
diluent that the instructions specify.

A Wait for the complete absorption of the sample before adding the
diluent.

A Avoid touching the assay device with the tip of the diluent bottle to
prevent sample carryover.
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Figure 20 :

Use a manual pipette to apply the amount of specimen that
the package insert of the assay device requires into the
sample well of the assay device.

A Do not use damaged, unclean, unproperly stored, expired or already
used devices.

7 If your assay device type is selected already, insert the assay device with the
specimen and tap the START button to start a regular measurement (the ‘Regular
measurement status’ of the START button is indicated by its green background
color).

A The sample well of the assay device has to be on the right hand side
when inserted in the analyzer. In case of inappropriate positioning the
instrument gives an error message. When processing internal incubation
(countdown mode), take care of inserting gently the cassette to avoid spill of
reagents.

A Do not move assay device after the measurement started because it
causes faulty reading of the device or the measurement will be deleted.

@ If Imnmediate mode is enabled, make sure that you allow the device-specific
incubation time to elapse before you insert the assay device into the analyzer. In
this operation mode, the system will not count down the incubation time for the
assay device but will immediately produce and evaluate an image of the device
test area.

@ If Autostart mode is enabled on the user account you currently logged in, you
don’t have to tap the START button.

Figure 21 :
Load the pipetted assay device into the rapid test holder, and
insert the holder into the analyzer.

8 Enter some or all of the following data of the patient who provided the specimen
on the series of screens that the system displays while the incubation time
elapses: ID, Name, Date of Birth, and Sex. You can also add an optional
comment to the measurement record. To do so tap inside one of the text boxes
while the Measurement»in progress screen is displayed. Toggle between
worklist items during incubation time with the left-right arrows in the bottom right
corner.
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Figure 22: The Measurement»in progress screen
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@ If Autotransfer and Autoprint is enabled, details cannot be modified after
measurement is finished.

9 The analyzer produces and evaluates the image of the device test area, and
displays the results and data entered for the measurement record. If the
measurement was successful, all data stored with the record in question is
displayed. At negative result the text appears in black, at positive result the text is
in red. If the measurement failed for some reason, only the reason for the failure is
displayed (usually an error message), and the background of the menu is
highlighted in yellow.

2014-12-09 10:07: 12 @¥[»].

Sampl #0000005 Dat

CEA: <5 ng/ml

Comment: (External timed)

(=) (@)(=)(=

Figure 23: The Measurement»Result screen.

2014-12-09 10:06

@ The last result is displayed on the Measurement»Result screen after the
analyzer finished evaluating the assay device. You can edit, delete, transfer, print
or go back to Measurement screen from here.

10 If Autostart enabled, the system goes back to Measurement menu when the
rapid test holder is pulled out, and with a new assay device is inserted, a new
measurement process will automatically start. If Autostart is disabled, you have to
go back from the result window to the Measurement menu to start a new

measurement by tapping Go back button.

7.4 Customizing workflow

With numerous possibilities in system settings and their combinations with user
options allow you to design the workflow to the requirements of your laboratory,
hospital or even every single labor assistant. (Cf. 11.Instrument settings).

7.4.1 Touchless operation

The default settings let you analyze samples without tapping the touch screen. All
you need to do is apply your specimens to the assay devices, load the devices into
the rapid test holder, and insert the holder into the analyzer (Cf. 14.1.Default
Settings)

7.4.2 Immediate mode

To enable external incubation, select the Immediate checkbox on the
Measurement screen (Cf. Figure 18). Due to different regulations in laboratories,

5aoyReader+® lets operators choose this option only if Admin or higher level

operators set it up on QC settings screen by checking Immediate enable
checkbox. (Cf. Figure 32).

When this box is unchecked, the Immediate checkbox on the Measurement
screen remains grey and out of operation.

AWhile Immediate mode is enabled, the analyzer starts the measurement
process immediately after you insert an assay device into the device dock,
without counting down the incubation time — make sure that you count
down the incubation time for the particular assay device after you apply the
test specimen.

42



Analyzing specimens

43

7.5 Worklist

The worklist is a predefined sequence of samples and contains the sample IDs
and patient IDs in the sequence of planned evaluation. Tap the Worklist button on
the Measurement screen to go to worklist management.

The worklist can be generated manually through the touchscreen, or a connected
external keyboard or barcode reader, or automatically by downloading the worklist
items from the LIS.

BER] VEDA

0101
T

Janet Thoma

000000123539 o

00000012540
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Figure 24 : The Worklist screen with the screen elements labelled

Robert Simon

Key to Figure 24:

1 Worklist items

2 Download worklist from LIS

3 Delete all items

4 Delete active item

5 Add new item

6 Move down by one record in the list
7 Move up by one record in the list
8 Modify item

9 Action: select actual item

10 Print worklist

11 Search for sample 1D

12 Return to Measurement menu

Sample ID: The sample ID is a maximum 15 character long numeric string. It can
be generated by the analyzer, typed in or can come with the downloaded worklist
from LIS.

@ The system does not allow you to leave the Sample ID text box empty.

Patient ID: The patient ID is a maximum 33 character long string containing either
numeric, alphabetic or special characters.

In the Worklist menu you can:

» manually add, modify or delete worklist items;

» download worklists from LIS;

» modify the sequence of the items;

« search for a sample ID in the worklist;

* print the worklist;

« delete the whole worklist

7.5.1 Creating worklist

1 Tap the Main button on the Measurement menu then Worklist button on the
appearing Main Menu screen.

2 Use the Add new item button to add a new entry to the list.
3 Set the sample and patient ID as described in the testing procedure.

@ By using external keyboard or barcode reader the editing process can be
speeded up considerably. The new item will be added to the end of the list.

4 Use the @ Modify item button to modify an already existing record.

5 When you return the Measurement screen with the Back button, the sample
ID of the first worklist item will be shown in the list window.

10I01 —
@ If the worklist is empty, only the and buttons are active. The other
buttons are active if the worklist contains at least 2 items.

44



Analyzing specimens

45

7.5.2 Worklist from LIS

1 Tap the Main button on the Measurement menu then Worklist button on the
appearing Main Menu screen.

2 Use the button to download worklist from LIS.

7.5.3 Worklist management

7.5.3.1 Modifying and deleting worklist items

Worklist items can be modified by moving the cursor bar over them using the Up

and Down arrow buttons and tapping @ Modify item button. The appearing input
screens let operators making changes.

If a worklist item must be deleted, tap Delete active item button when the

cursor bar is over it. Tapping Delete all items button erases every item on the
worklist.

7.5.3.2 Changing the worklist order

New items always added to the end of the list notwithstanding the possible
numeric order of the sample IDs. The sequence can be changed with one item at a
time. First go to worklist. Using the Up and Down arrow buttonsce the cursor

bar over the item you would like to move. Select item by tapping g Select actual
item button. The button turns orange indicating that the selection has been made
and you can move the item. Using the Up and Down arrow buttons move the item
on the list notwithstanding the possible numeric order.

If measurement is already started, change the sample ID during incubation time on
the Measurement»in progress screen. To go through the sample IDs, use the
Right and Left arrow buttons next to Sample textbox.

7.5.3.3 Working outside worklist

When there are items on the worklist, the analyzer recording measurement results
using the list, starting with the first sample ID and going down the list. If there is an

urgently needed results and items are on the worklist, 5aayReader+® still able to

evaluate the new sample. Simply start a new measurement using the assay device
prepared with the new sample. Rewrite the sample ID of the worklist item during
incubation time by tapping in Sample text box on the Measurement»in progress
screen. If there are other details, change them, too.
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Figure 25: The Measurement»in progress screen
when working from worklist
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8 Managing test results

5myReader+® can store up to a thousand (1000) measurement records in its fully

searchable database. To access the database, tap the Database button on the
Measurement screen (Cf. Figure 18).

8.1 Finding and selecting test results
8.1.1 Finding specific test result records

The ((;aayReadeH@ database includes a robust and customizable search engine to
help you find the specific test result records that you are looking for.

8.1.1.1 Turning on a filter parameter

1 To access the database, tap the Database button on the Measurement screen
(Cf. Figure 18).

2 To display the Filter screen, tap the filter button on the Database screen
(labelled 3 in Figure 27).

Database » Filter

Start time J( End time (not printed] Eot transfered|
S
Eegative resuﬂ E}ositive resulﬂ
S
(false meas.]( Device
J J
a l Filter OFF I Gith commena Eelf measurecﬂ

O/

sample ID

patient ID

Figure 26: The Filter screen. Tap the Filter OFF
button to cancel result filtering.

3 On the Filter screen, tap the filter parameter that you would like to search for in
the database. The background of the filter parameter that you selected will turn
orange to indicate that it is active. To deactivate a filter parameter, tap its button a
second time.

4 If the filter parameter that you selected requires additional data input, enter the

details using the the input screen. When you tap the OK button on the input
screen, you will return to the Database»Filter screen.

5 Tap the = Back button to see only the measurement records that the filter
returns.

@ If a filter parameter is active, the background of the filter icon will become

orange @ until you turn the filter off (Cf. 8.1.1.2).

@ You can combine filter parameters for increased search efficiency. However,
you cannot combine incompatible filter criteria (such as searching for positive and
invalid measurements).

8.1.1.2 Turning off result filtering

If you want to see all the test result records that are in the database, you need to
turn off filtering completely. To do this, tap the Filter OFF button on the Database
»Filter screen (Cf. Figure 26).

8.1.1.3 Automatic result filtering
The 5aayReader+® system has a special automatic result filtering feature to help

you focus on the most recent test result records in the database.

When you access the Database screen from the Measurement screen, and you
have started at least one measurement since you switched on the analyzer,the
system automatically applies a Start time filter parameter on the database, and
only displays the records that you have created since you turned on the analyzer.

The background of the filter icon changes to green to indicate that automatic
filtering is active.

To turn off automatic filtering, access the Filter screen (Cf. Figure 26), and tap the
Filter OFF button.
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8.1.2 Selecting test result records

2015-03-12 13:21:38 ‘Fiq.}lm

Database: 32

sample 000001 12_08 12:00 #0000002
Date 2014-12-0914:11 {43 g 12:00 #0000003
CEA: <5 ng/ml 12-08 12:01 #0000004

Patient: Marie Lambert o 12-09 14:11 000001 =
Comment: (External timed) Marie Lambert —
MainlIMeasllAi g] g
100
Figure 27: The Database screen with the screen elements
labelled

8.1.2.1 Selecting a single test result record in the database

Tap the @@ up and down arrows (labelled 6 and 7 in Figure 27) to move the
cursor bar (labelled 1 in Figure 27) in the list of result records over the analysis
record that you would like to select, and tap the selection button (labelled 8 in
Figure 27).To cancel the selection of a previously selected record, tap the
selection button a second time, or see 8.1.2.4.

@ The background of the result record will turn blue to indicate that it is selected.

@ If there are more than on hundred result records in the database, the 100
up/100 down buttons (labelled 9 in Figure 27) become active. Tap these buttons
to move the cursor one hundred records up or down in the database list.

8.1.2.2 Selecting more than one test result in the database

To select more than one record at the same time, do one of the following:

» Using the up and down arrows (labelled 6 and 7 in Figure 27), move the cursor
over each record that you would like to select, and tap the Select button (labelled
8in Figure 27).

@ The measurement records that you select do not need to be next to each
other in the list. The result records that you selected will stay selected.

» Using the @@ up and down arrows (labelled 6 and 7 in Figure 27), move the
cursor over the first or last record in the list that you would like to select, and then

tap the selection by movement button (labelled 4 in Figure 27). When you tap
the up or down buttons, you will select a result record that is above or below the
starting record in the database list.

To disable selection by movement, tap the button a second time.

@ The background of the selection by movement button will become orange
to indicate that it is activated.

@ The measurement records that you select in this way need to be next to each
other in the list.

8.1.2.3 Using the record details screen for selection

After you have selected a test result record, you can also use its detailed result
screen to select further test result records. To do this, complete the following
steps:

1 Select a record in the database (Cf. 8.1.2.Selecting test result records), and

tap the Review the selected record button (labelled 5 in Figure 27).

2 On the record details screen (Cf. Figure 30), use the @@ Up and Down
arrows (labeled 5 in Figure 30) to cycle through the details of the other records in
the database list.

3 When you find a test result record that you would also like to select, tap the

Selection button. When you return to the database screen with the () Back
button, all the test result records that you selected in the record details view will
remain selected.
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8.1.2.4 Cancelling the selection of measurement records
2014-10-07 09:59:42 VEDA. LAB ..
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Figure 28: The Database»Selected screen with the
screen elements labelled.
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To invert the selection that you made (de-select previously selected records and

select previously unselected records), tap the Actions with selected records
button (labelled 3 in Figure 27) and then, on the Database»Selected screen, the
Remove Selection button (labelled 7 in Figure 28).

8.2 Further actions with test results
8.2.1 Reviewing selected test result records

Tap the view selected record button on the Database screen (labelled 5 in Figure
27). The Database»Result screen (Cf. Figure 30) will be displayed, that lists all
the data available for the test result record that was supplied by the operator or
measured by the analyzer. You can modify but cannot delete the data here.

8.2.2 Deleting selected test result records

To delete one or more test result record:

1 Select the record or records in the database (Cf. 8.1.2.1.Selecting a single test
result record in the database and 8.1.2.2.Selecting more than one test result
in the database).

2 Tap the actions with selected records button (labelled 3 in Figure 27), and
on the Database»Selected screen, tap the Delete button (labelled 1 in Figure
28).

a 2014-10-07 10:01:30 @V H)!

Do you really want to delete the selected data?

11

I Yes, Apply l

Figure 29: The system prompts you to confirm that
you want to delete one or more test result records.

@)

3 To permanently delete the selected test result records from the database, on the
confirmation screen that appears, tap the Yes, Apply button.

@ You cannot undo this action.
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8.2.3 Editing the details of test result records

When you access the database, you have the option to modify the automatically
generated Sample ID and add further data to the test result record: the name,
gender, and birth date of the patient who supplied the blood specimen, or a text
comment.

You even have the option to edit the details of a test result record while the test is
still going on.

A You can only edit the details of a test result record if you have not yet
printed or transferred it.

Database » Result
Sample Date

2014-10-07 08:45

PSA Test 23456

PSA: 0.5 ng/ml

Comment: (External timed)

? CORT9S

Figure 30: The Database»Result screen, with the buttons labelled.

To modify the details of a test result record, complete one of the following set of
steps.

* To edit the details of a test result that is already in the database:

1 Select the record in the database (Cf. 8.1.2.Selecting test result records).

@ With wide filtering options the desired results can be easily found.

2 Tap the @ review the selected record button (labelled 5 in Figure 27).

3 Tap the @ Edit button (labelled 1 in Figure 30), and on the Result»Modify
screen (Cf. Figure 31) tap inside the text boxes to start editing the data.

a 2014-10-07 10:15:10 VEDA.LAB .

Sample

#0000694 ‘

Patient Birth date/gender

Comment

Figure 31: To add details to the test result record, tap
inside the text boxes on the Result»Modify screen

4 To save or discard the change and return to the Result»Modify screen, tap the
OK or the Cancel button.

5 To save or discard the change to the test result record, tap the OK or the
Cancel button on the Result»Modify screen.

8.2.4 Transferring test result records

@ After you transfer a test result record, you will not be able to edit its details.

To transfer one or more test result records in plain text format to a connected USB
flash drive, complete one of the following sets of steps:

8.2.4.1 To transfer one or more test result records from the database:
1 Select the record or records in the database (Cf.8.1.2.Selecting test result
records).

2 Tap the actions with selected records button, and then the Text out button
(labelled 3 in Figure 28).

@ The label of the button changes with the output settings: HL7, LIS2, CSV out
or Text out.

54



Analyzing specimens

55

3 The .txt file for the selected record will appear in the root folder of the connected
USB flash drive.

8.2.4.2 To transfer one test result record from the record details screen:

1 Select the record in the database (Cf. 8.1.2.Selecting test result records).
2 Tap the @ review the selected record button (labelled 5 in Figure 27).

3 Tap the Transfer button (labelled 2 in Figure 30). The .txt file for the
selected record will appear in the root folder of the connected USB flash drive.

4 Tap the («) back button to return to the database.

8.2.5 Printing test result records

You can use the built-in thermal printer or a connected external printer to print off
one or more test result records.

@ If the default settings are active, the system automatically prints off each test
result at the end of the analysis process. To change the default print setting, see
10.1 User options.

@ After you transfer a test result record, you will not be able to edit its details.

To use the built-in thermal printer to print off one or more test result records,
complete one of the following sets of steps:

» To print one or more test result records from the database:

1 Select the record or records in the database (Cf. 8.1.2.Selecting test result
records).

2 Tap the actions with selected records button, and then the Print button
(labelled 2 in Figure 28).

3 The system displays the 1105 information message: Selection was sent for
printing, and the built-in printer prints off the record or records.

@ You can abort the printing process by tapping the Stop Print button.

4 Tap the = back button to return to the database.

* To print one result record from the record details screen:
1 Select the record in the database (Cf. 8.1.2.Selecting test result records).
2 Tap the @ review the selected record button (labelled 5 in Figure 27).

3 Tap the print button (labelled 3 in Figure 30). The system displays the 1105
information message: Selection was sent for printing, and the built-in printer
prints off the record.

4 Tap the () back button to return to the database.

To use a connected external printer to print test result records:
« connect an Sl Smart Label Printer 440 or an Sl Smart Label Printer 450 device
to the USB type A interface, and follow the steps for using the built-in printer.

@ The system is not compatible with any other external printer.

8.2.6 Rerun failed measurements

The operators can transfer the records of failed measurements to the worklist, to
run new test with them.

1. Select the record or records in the database (Cf. 8.1.2.Selecting test result
records).

2. Tap the review the selected records button and then top the to worklist
button.

SRR sl VEDA . LAB ...

Database » Result

#0000004 Date

2018/051013:47
CRP

[E270]

Evaluate lines value is not possible.

Comment: (External timed)
[ To Worklist J

) 8)E)a)(v) «)

Figure 32: Send record of failed measurements back for a repeated test with the
To worklist button
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9 Quality control

The performance of the system (analyzer and assays) should be monitored
regularly to ensure reliable results are obtained. Determining the frequency of
quality control, consult your facility’s quality control policy.

To make sure of the reliability of the measuring you can check the analyzer three
ways:

* Blank measurement with blank device

» Check measurement with calibration device

Proper quality control is a three-phase process:

1 Configuring the system: setting QC lockout on the Settings » QC Options
screen. See 9.1.1.QC lockout.

2 Setting the calibration device range code. See 9.2.2 Check measurement.

3 Performing QC testing at regular intervals.

The analyzer uses color coding on the buttons of the QC measurement screen:
QC lockout is disabled:

* grey: not measured,

« green: valid measurement was performed while in the QC Measurement menu

* red: invalid measurement was performed while in the QC Measurement menu
QC lockout is enabled:

* grey: not measured,

* green: valid measurement was performed within the time limit

* red: invalid measurement was performed within the time limit or the time limit
passed

9.1 Quality control settings

You can configure quality control settings for the device on the Settings»QC
Options screen. QC settings available only with Admin or higher level operator
accounts.

autologin

00

[ voT expirylockout

Settings » QC Options
QC Lockout (day)

| Disabled

M Immediate enable

(o )

Figure 33: The QC Options screen.

[ Restore Default ]

The screen offers the following options:
* enabling/disabling QC lockout

« setting the QC lockout interval in days

* restore default options

« delete previous QC measurement records
* enabling/disabling Immediate mode
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9.1.1 QC lockout

The lockout mode offers the opportunity to ensure a QC check latest at every
determined interval. If the lockout mode is activated, the instrument will be
released for measurements for the determined timeframe once a successful QC
check has been performed.

To enable the QC lockout and set the interval use the right and left arrows on the
Settings»QC Options screen. The remaining lockout time and the date is
displayed in the information windows of the Main screen.

@ If you apply changes to the QC lockout period, a popup window appears with
the modified lockout time. When the period passed, the system displays a warning
message and the status bar background is changes to yellow.

Measurements still can be done.

9.1.2 LOT expiry lockout:

9.2 Quality control measurements
9.2.1 Blank measurement

« If ON, the previously set expiry interval is going to trigger an error message ,
changes the status bar background to red and prevents performing new
measurement, until new QC measurement is done.

« It works with assay device LOT, too. When the previously set expiry date passes,
the system sends an error message and locks you out, until new assay device
LOT registered.

@ If strong user security is applied the normal users are not able to modify the
QC settings, so the QC policy determined by the system administrator will be
forced. However if the analyzer is locked out and you need to make a
measurement immediately without performing the QC check first, the lockout mode
can be switched off only by an administrator.

Blank measurement used in order to equalize the slight non-uniformities of the
optics of the instrument. This procedure needs to be performed for the proper

operation of the 5aayReader+®, that is why the operator is forced to repeat it

regularly.
Use a special, completely white (‘blank’) assay device to perform a blank
measurement.

The blank assay device is part of the ((9.aayReader+® delivery package.
Blank measurement is needed in the events of:

* after every powering on (the analyzer prompts for it);

« after every 24 hours continuous use;

« if the detected temperature changes +5°C to what it was during last
measurement.

To perform a blank measurement do one of the following:

* If you are performing the first measurement since you switched on the analyzer,
tap the START button on the Measurement screen to start a blank measurement,
and then follow the displayed instructions.

admin 2014-10-07 08:5%: 47 @[T IW

-
QC J[ Device J

Please insert blank device

Main|| Database ||:| Immediate

Figure 34: The starting screen prompts you to perform a blank measurement
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* When you have already performed measurements with the analyzer since you
switched it on, go to Measurement screen, tap Blank button, insert a blank device
and tap START or tap through in the interface to QC Measurement insert a blank
device and tap Start:Blank.

SRR VEDA . LAB ... )
( Start: Blank J
[ Start: Calibration device J
( Self Check J
( QC Results J

Figure 35: The QC Measurement screen

@ If the test performed succesfully the background of the Start:Blank button
turns green. If the test failes the button turns red.

A Using damaged or dirty blank assay device results in analyzer reduced
capability of prompt measurement.

@ The analyzer automatically asks for a blank device after powering on.

9.2.2 Check measurement

The measurement with the calibration device can be used as a mechanism to
confirm the functionality of the analyzer. Its purpose is to check and control the
performance of the optic system. The lines on the calibration device have
saturation values which the analyzer measures. The packing insert of the device
contains the range limits in between the measured values should be.

Procession of check measurement:

1 Go to QC Measurement screen.

2 Tap Start:Calibration device.

3 With new calibration device first you have to type in the range code. It is the
identifier of the calibration device and it is printed on the label of the calibration

device package. Save it with .
4 Tap button to start the check measurement.

@ If the quality check is successful, the system displays ‘PASSED’ next to the
QC result ID. The button background for passed QCtests changes to green.

If the QC measurement has failed, red FAILED text is displayed after the QC result
Id. The button background for failed QC tests changes to red.

A Verify the performance of the reader with the calibration device every 2
weeks and after every accident (drops, spills, splashes), even if visible
damage was not done.

A Using damaged or dirty calibration device results in analyzer reduced
capability of prompt measurement.

9.2.3 Self Check

The analyzer runs a series of checks to make sure all components and the
software work properly. The self check is the same as it is run after every switch
on.

62



Quality control

63

9.3 Quality control record management
9.3.1 Select and review QC records

The 5myReader+® analyzer can store up to 5000 measurement records in its fully

searchable database. You can access the QC database by tapping the QC
Measurement button on the Main screen, and then the QC Results button on the
QC Measurement screen.

autologin

2014-10-07 173212 m
Sample QC000185 19-02 11:25 QCOOD1B2
Date 2014-10-0708:45 10_03 08:52 QCO00183 T

Blank: 890 (880..920) 0-06 10:17 anumtmﬂ

Diff: 23 (0...40) 0-07 08:45 QCO00185

Blank device
A 100
@ 100 v

10-07 09:00 QCO00186
10-07 15:47 QCO00187

Figure 36 : The QC Database screen with the functional

elements indicated: Cursor bar (1), Filter (2), Further actions

with selected records (3), Select by movement (4), View (5),

Up and Down (6), Select (7) Up and Down by 100 (8), Back

to QC Measurement (9).

9.3.1.1 Select a single QC record in the database

On the QC Database screen, tap the Select button (labelled 7 in Figure 36) when
the cursor bar is over the QC measurement record that you would like to select, as
it is displayed in the list (labelled 1 in Figure 36).

9.3.1.2 Select multiple QC records
To select more than one QC record at the same time, do one of the following:

» On the QC Database screen, use the @@ arrows (labelled 6 in Figure 36) to
move the grey selection bar over each record that you would like to select, and tap
the Select button.

@ In this way, you can select QC records that are not next to each other in the
list (non-contiguous selection). Records that you selected previously will stay
selected.

» On the QC Database screen, use the up and down arrows (labelled 6 in Figure
36) to move the cursor bar over the record that is the first or last record that you
would like to select, and then tap the Select by Motion button (labelled 4 in
Figure 36). The background color of the button changes to orange to indicate that
the ‘select by movement’ option is active. Tap the up and down buttons to extend
the selection from the record that you selected to one or more records above or
below the first one.

@ You can only select QC records that are next to each other in the list
(contiguous selection).
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9.3.1.3 Invert the selection of QC records

SNSRI VEDA . LAB...

Delete Print CSV out

(I nvert selectio n] [

Figure 37 : The QC Database » Selected screen with the
function buttons indicated: Delete (1), Print (2), Transfer (3),
Remove selection (4), Select all (5), Invert selection (6)

Select All J ﬁemove Selectioa

To invert the selection that you made (de-select previously selected records and
select previously unselected records), tap the Action button (labelled 3 in Figure
36) on the QC Database screen, and then, on the QC Database » Selected
screen, the Invert Selection button (labelled 6 in Figure 37).

9.3.1.4 View the details of selected QC records

On the QC Database screen, tap the View button (labelled 5 in Figure 36) The
QC result screen (Cf.Figure 38) will be displayed, that lists all the data associated
with a particular QC record.

9.3.1.5 Cancel the selection of QC records

On the QC Database screen, tap the Action button (labelled 3 in Figure 36), and
then, on the Selected screen, the Remove Selection button (labelled 4 in Figure
37).

9.3.2 Delete QC records

To delete one or more QC record from the database, select the record or records

on the QC Database screen, and do one of the following:

* Tap the View buttowabelled 5 in Figure 36), and then, on the QC result
(%)

screen, tap the Delete button (Cf.Figure 38).

QC Result [Blank device]

QCRIOIBT D

2014-10-07 1547

blank deace
Aur: E55 75,9250 Blank PASSED
iff: 26 (0,..&0)
pOiff: 6 (0...35)

(«) (¥)@&)=) (a)

Figure 38: The QC Result screen.

 Tap the Action button on the QC Database screen (labelled 3 in Figure 36), and
then, on the QC Database » Selected screen, tap the Delete button (labelled 1 in
Figure 37).

The system prompts you to confirm the deleting of the selected record or records.

@ Deleting QC records is a permanent, irreversible action.
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9.3.3 Find specific QC records

The 5aayReader+® database includes a robust and customizable search engine to
help you find the specific record you are looking for.

[ o

l Start time Il End time Il Result: OK llResuIt:failedl
[not printed) Eot transferec} Ealibration d] [blank device)

P l Filter OFF

Figure 39: The QC Database»Filter screen

9.3.3.1 Filter QC records by certain criteria

1 Tap the QC Measurement button on the Main screen, and then the QC Results
button on the QC Measurement screen to access the QC database.

2 Tap the Filter button on the QC Database screen (labelled 2 in Figure 36).

On the QC Results>Filter screen, tap the filter parameter that you would like to
apply in the database.

9.3.3.2 Find QC records by date and time of measurement
The Start Time and End Time parameters require that you enter a specific date
and time — if you tap either of them, a date picker screen will display.

* Use the @@ buttons to move the selection cursor among the date and time
components, and the + and - buttons to set the year, day, month, or time, in hours
and minutes of the first or last QC measurement that you would like to see.

» Tap the Today button to see only QC results that were performed after midnight
the previous night.

» Tap the Switch on button to see only QC results that were performed since the
last time you switched on the analyzer.

 Tap the Clear button to reset the date counters on the screen.

A Tap the Back button to abandon the changes, or the Save button to
store the edits.

9.3.4 Print and transfer QC records

To print or transfer one or more QC records, select the record or records on the
QC Database screen, and do one of the following:
» Tap the View button (labelled 5 in Figure 36), and then, on the QC result

screen, tap the Print or the Transfer button.

» Tap the Action button on the QC Database screen and then, on the QC
Database » Selected screen, tap the Print or the Transfer button

@ The function of the Print and Transfer buttons depends on the currently
active printout and transfer settings (Cf. 11.4.Set up results printout and
11.5.Configure results transfer).
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10 Main menu

Main Menu

EasyReader+

(0.3.4)
SN: LFRO1000001 | Logout '

Data count 177

System Info
—

( Worklist ( Paper Feed User Options
v AN
-

Measure
\, J

Figure 40: The Main Menu

Settings
7\ J

( Database

The Main menu dispalys the following information:
« software version number;

* analyzer serial number;

* next QC measurement in days;

* number of results in database

The screen also contains buttons to reach the following functions and screens
with:

» worklist (Cf. 7.5.Worklist);

* measurement screen;

* paper feed;

* measurement results database (Cf. 8.1.Finding and selecting test results,
8.2.Further actions with test results and 11.9.Database management);

* instrument settings (Cf. 11.Instrument settings);

* user options;

* system info;

* logout;

* switch off

10.1 User options

SEECRERET VEDA . LAB .|

[ st prine
E Autostat
E Sound

D Aurta transfer

LCD brightness %

| 0
’;] [ Change passw. J[ Restore Default J

Figure 41: The User Options

You may want to exit the default options, or customize the interface of the
gaoyReadeH@ analyzer. To access the User Options screen, tap the Main button
on the starting (Measurement) screen, and then the User Options button.

The operator accounts that the é:myReadeH@ system stores not only include the

user name and the password associated with the account, but also a number of
user preferences that each operator can customize for him- or herself. These user
preference settings are saved and stored as part of the operator’s account, and will
be automatically enabled every time the operator logs in.

AThe system stores the customized settings on this screen as part of the
operator account that is currently logged in. Each operator can configure
their own user preferences.

@ To revert back to the default options, tap the Restore Default button.

@ To save or discard your changes and return to the Main Menu, tap the
OK or the Cancel button.
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* Refer to the following table for a description of the various options on the screen.

If you select this option, the built-in printer will print off every test result
as soon as a measurement is finished.

Auto print

Autostart If you select this option, you do not need to tap the START button on
the Measurement screen to start a measurement or a blank reference
measurement. If you insert the device dock and the system detects

that there is an assay device it starts the measurement process.

Sound If you select this option, the system will give off a brief beep every time

you tap a button on the screen.

If you select this option, the system transfers every test result using
the transfer type that you set up (Cf. 11.5).

Auto transfer

LCD To adjust the brightness of the LCD display, tap inside the LCD
brightness % brightness% text box and enter a percentage or use the left and right
arrows to lower or increase the brightness.

10.2 System info
10.2.1 Alarm & Warning

In the content navigation bar, after the name of the screen there is the number of
error and warning messages. The message IDs and status line texts are listed in
the display area. Use the Up and Down arrow buttons to scroll through them.
When the cursor bar is over one of them, below the list the related full text and
recommended action is shown.

For the list of messages see 13.4.Error messages.

10.3 Version

Tap System Info button on Main Menu screen, then Version button on the Alarm
& Warning screen. The list on the appearing System info (versions) screen
displays details of the analyzer. Version numbers of the software and its
components, device version numbers, MAC address, hardware number and
source codes.

Scroll through the list with Up and Down buttons. The list can be printed by
tapping Print button.
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11 Instrument settings

Your 5myReader+® analyzer allows you to change settings to suit your workplace

requirements.
Instrument settings can be reached from Main Menu » Settings screen.
For default settings see 14.1.

Settings

Figure 42: The Settings screen with the function buttons
labelled

To review active instrument settings tap the Settings button (Figure 40) on the
Main Menu screen, and then the View Settings button (labelled 14 in Figure 42)
on the Settings screen to review the currently active settings. Tap the Print button
to print off the active settings as a list.

@ You cannot modify any of the settings on this screen.

+ Confirming Changes:

You always have to confirm any changes to have it saved by tapping Apply
button, then when it turns grey ¥, you can leave the screen with Back [#) . button.
To cancel modifications tap Back&Drop button.

@ The list of available settings may vary from authenticated user level.

@ If you do not want to modify the existing default settings, you can start to
operate the analyzer without further setup.

* Restoring default values

On each settings screen there is a button (named Restore Default or DEF.), which
can be used to restore the default value(s) for that screen. To restore ALL settings
on the system level go to Manage Settings.

@ At system level the settings cannot be restored while printing or transfer is in
progress.

The settings can be restored based on the settings of supervisor user, if the
‘Default by “supervisor” settings’ switch is active on Manage settings page.

11.1 Change the interface language

You do not need to understand English to use the analyzer — the user interface is
available in several world languages, with more options on the way.

1 Go to the Settings screen,

2 On the Settings screen, tap the Language button (labelled 1 in Figure 42), and
then on the Language screen, select the radio button for your preferred language.

3 Tap the Save button to store your changes.

11.2 Set the date and time

The accurate date and time settings are important because the system stores,
prints, and transfers measurement records with the date and time when they were
performed.

1 To access the Settings screen, tap the Settings button on the Main Menu
screen,

2 On the Settings screen, tap the Date & Time button (labelled 2 in Figure 42) to
start setting the date and time.

3 On the Date & Time screen, use the @@ buttons to cycle through the date,
time, date format, and date delimiter options.

@ Available date delimiters are “-”, “.”, and “/".

4 Tap the Save button to store your changes.
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11.3 Customize system security

The ((9.aayReader+® system offers five (5) preset security levels, but a slot is

provided for a fully customizable additional security level. You can configure the
security settings to allow free access to all, implement full security where only pre-
registered operators are allowed password-protected and audit-trail-enable access
to the analyzer and the database, or any level of security in between.

11.3.1 System security levels

The following table summarizes the preset security levels that you can select on
the >Operators>Security screen.

0

Easy Mode

1
Open
system

2

Anonymous

usage

3
Self-add

4
Self-add
with
password

5
SEC]

Autologin Enabled with Enabled with | Enabled with
operator Admin Admin User Disabled Disabled Disabled
— " account category category category
2, T Sy Enabled. Enabled. Enabled.
3. Self-add option to add New New New
Login with operator identification for measurement; system new Disabled Disabled accounts accounts accounts Disabled
settings are protected. Users can add themselves as 'user level @ accounts have User have User have User
operators. category category category
Login
without
password Available Available Available Available Not available | Not available
access
option
User name User name Only pre-
x Login None None None required and registered
0 M restrictions (autologin) (autologin) (autologin) Password password operator
not required required accounts
audit trail Disabled Disabled Disabled Disabled Enabled Enabled

Figure 43: The Operators>Security screen. Use the arrow
buttons to cycle through the preset system security levels and
tap your preferred level.

@ Regardless of the active security level, system security settings are available
only to operators with Supervisor— or higher category operator accounts.

@ Easy mode has the same security level as Open system.
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11.3.2 Set up a custom security level

A It is not recommended to allow more than one (1) Supervisor-category
operator account (used by the laboratory or department head, usually) on
your system.

supervisor

M Auto login (a)

D Password not required

D Self add operators =>
E Operators on login screen

LIS operator list

[] checkis [] onlyus

*)v)

Figure 44: The Security>>Custom screen

1 Access the Settings>Operators>Security screen: go to the Main screen, than
tap the Settings button, on the Settings screen, tap the Operators button

(labelled 12 in Figure 42), then on the appearing Operators screen tap .

2 Use the arrow buttons on the >Security screen to find the Custom security slot,
and tap the slot to select it.

3 Tap the Customize button and configure the security level settings by selecting
one or more of the following checkboxes on the >Security>Custom screen:

» autologin: select to enable the preprogrammed autologin operator account.

@ When you select this option, the system prompts you to specify the operator
category of the autologin operator account.

@ Keep in mind that if you enable the autologin operator account and grant it a
category of Administrator or higher, you override every other security setting, and
effectively create an Open system security regime.

« self add operators: select to enable operators to add new operator accounts.

@ When you select this option, the system prompts you to specify the operator
category of newly-created accounts.

* password not required: select to make the access option of disabling
passwords available for newly-created operator accounts.

@ If you leave this checkbox unchecked, the Password not required checkbox
is not displayed on the Settings>Operators>Rights screen.

« operators on login screen: select to make the access option of including

operator accounts on the login screen available for operator accounts.

@ If you leave this checkbox unchecked, the Display on login screen checkbox
is not displayed on the Settings>Operators>Rights screen.

4 Tap the Save button to save your changes, or the Back&Drop button to
cancel them.
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11.4 Set up results printout

When you print out measurement records, you can decide if you would like to
review all the available patient data for a given measurement record, or if you
would only like to see the most important details. 5aayReader+® gives you full

control of what is included on the printout.

1 Go the Settings screen,

2 On the Settings screen, tap the Printout button (labelled 7 in Figure 42).

On the Printout screen, select the checkboxes of the data categories that you
would like to include on measurement records printouts.

I ERT VEDA
PriFtaut Hes e r
E Patient 10 E Qperatar [0
E Equipment 54 E Bimhdatedgender
E Device LOT D Print Blank
J [ Restore Default ]

Figure 45 : The Printout screen. Select the
checkboxes of the data categories that you would like to
include on measurement record printouts.

@ Select the Print blank checkbox to include a line for each of the selected data
categories on the printout even if no data is supplied for the category.

3 Tap the Save button to store your changes.

11.5 Configure results transfer

You can transfer any 5myReader+® measurement record to other systems or

storage devices using the serial or Ethernet interface, or the USB connection. You
can finetune data transfer configuration to best suit the host device, including the
baud rate and, in case of unidirectional data export, all the details of the
measurement records file you would like to create.

autologin

Q w

O Ls2(AsTMY)
@ CSV (separated values)
O unidir text (UTF8&)

D

Figure 46: The Settings>Output screen

(=)

The system support two protocols to transfer data trough interface:

1 bidirectional (two-way) protocols:

* LIS2-A2 standard protocol,

* HL7 protocol

2 unidirectional protocol, when the data are sent out as a one-way data flow, either
formatted:

* as comma-separated values (CSV),

» or as UTF8 text.

The Output type text box (available after you select any output protocols
excluding HL7) is used to define the communication port. Available options are
based on the output protocol.
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TCP/IP

Ethernet
Bidir:LIS2
(ASTM+) ® ® / ®
Bidir: HL7 / ® / /
Unidir: CSV ® / ® ®
Unidir: UTF8
text © / ® ®

For the serial port the selectable baud rates are 2400, 4800, 9600, 19200, 38400,
57600, and 115200 bits per second. The value defines the speed of the serial
communication. The serial interface specification is 1 (one) stop-bit, no parity.

If you select the Output: file option, the transferred data will be saved directly into
a file on the root folder of a USB flash drive connected via a Type A USB port. The
default file name is udr2(%Y%m%d-%H%M%S). (The placeholder string in
parentheses indicates the time of measurement where %Y stands for the year,
%m for the month, %d for the day, %H for the hour, %M for the minute, and %S for
the second.) The file extension is either .csv or .txt, depending on the output
protocol you selected.

@ The default measurement transfer option is CSV unidirectional text, with the
specific default options listed in 11.5.3.Set up comma-separated values—based

transfer (CSV). If you modify the default settings, the Save button becomes
active, indicating that you need to save the modification to activate it.

A When you transfer or export measurement records, all data associated
with the selected records will be transferred, regardless of the data
categories that you set up for the printout (Cf. 11.4.Set up results printout).

@ Once you transfer a measurement record, you will not be able to modify any
of its details in the 5aayReader+® database.

@ Make sure that you configure the communication ports properly, otherwise
data transfer will not work.

11.5.1 Set up bidirectional transfer (LI1S2)

autologin 2014-10-07 14:12:15 @[S
» Output » LIS2

Header

Output type

RS232: 9600

|
J0)
( Restore Default J

Figure 47 : The Transfer>LIS2 screen

You can set up a two-way data transmission between the analyzer and any system
that conforms to the NCCLS LIS2-A2 information transfer standard.

1 Go the Settings screen,

2 On the Settings screen, tap the Output button (labelled 8 in Figure 42), and
select the LIS2 radio button. Tap the Next button to configure the selected
transfer.

3 On the Output >LIS2 screen, tap inside the Header text box for an input screen
(Cf. Figure 46), and enter the text that you would like to be the header for the
transferred data.

4 Use the arrow keys next to the Output type box to determine the type of data
transfer you would like to have, by scrolling through the following options:

« transfer through the RS-232 serial port (available baud rate options: 1200, 2400,
4800, 9600, 19200, 38400, 57600, and 115200);

« transfer through the Type B USB port;

« transfer using an Ethernet connection (TCP/IP)

A If you would like to use an Ethernet connection for data transfer, in the
Server text box, you need to specify the IP address and the port of the server
you would like to connect through.

82



Instrument settings

83

5 Tap the Save button to store your settings and move back to the Settings
screen.

@ Tap the Default button to revert to the following settings: conventional units
transferred through the RS-232 port at a baud rate of 9600.

11.5.2 Set up bidirectional transfer (HL7)

11.5.3 Set up comma-separated values—based transfer
(CSV)

autologin

Header

Server (IP:port)

Restore Defa..

Figure 48 : The Output >HL7 screen
HL7 stands for Health Level Seven; it is a collective of healthcare informatics
standards that allow exchange, integration, sharing, and retrieval of the
measurement data over the 5wyReader+® analyzer and a suitable network.

On this screen, you can set up a custom header and the preferred units for the
output, and enter the IP and the port of the server that you are using.

@ Support for the HL7 protocol is in its introductory phase. Contact the
manufacturer for the details of the specific HL7 standards that the analyzer
supports.

Comma-separated output is a one-directional transfer that transfers the
measurement records as plain text. The data categories within records are
separated by a separator character that you select, and the records themselves
are separated by line breaks in the transferred output. You have the option to
export the plain text output as a .csv file.

autologin

2014-10-07 14:14:29 @AW

Header

Iouput CsV fejlece

Separator

| (tabulator)

|
(J0)
«J0)

File name with path
| ERP(% Y% mo6d-3H% M9%S5).csv

Figure 49 : The Output >CSV screen

@ CSV transfer is not supported through the Ethernet connection.

1 To access the Settings screen,

2 On the Settings screen, tap the Output button (labelled 8 in Figure 42), and
select the CSV radio button. Tap the Next button to configure the selected
transfer.

3 On the Output>CSV screen, tap inside the Header text box for an input screen
(Cf. Figure 49), and enter the text that you would like to be the header for the
transferred data.

4 Use the arrow buttons next to the Separator box to scroll through the following
separators: a tab character, a semicolon, or a comma.

5 Use the arrow keys next to the Output type box to determine the type of data
transfer you would like to have, by scrolling through the following options:
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« transfer through the RS-232 serial port (available baud rate options: 1200, 2400,
4800, 9600, 19200, 38400, 57600, and 115200);

« transfer through the Type B USB port;

* export to a .csv file.

@ If you would like to export the data as a .txt file, you have the option of
specifying the file name. Tap inside the File name with path text box to display an
input screen (Cf. Figure 49), and enter your preferred file name. If you do not
specify a file name, the system generates a file name using the date and time of
the creation of the file.

6 Tap the Save button to store your settings and move back to the Settings
screen.

@ Tap the Default button to revert to the following settings: tabulator-separated
values in conventional units transferred through the RS-232 port at a baud rate of
9600.

11.5.4 Set up unidirectional text—based transfer (UTF-8)

Unidirectional text output is a one-directional data transfer that transfers the
measurement records as plain text using Unicode characters with UTF-8 encoding.
Unidirectional text output is similar in format to a printout. To ensure that the
potential errors that can appear in the text strings during transfer can be easily
detected, you can configure the transfer so that the system adds a start text
character (STX) at the beginning, and an end text character (ETX) at the end of a
transferred string, as well as a two-digit checksum, so that the transferred data can
be verified. You also have the option to export the plain text output as a file..xt.

@ Unidirectional text transfer is not supported through the Ethernet connection.

1 Go to the Settings screen,
2 On the Settings screen, tap the Output button (labelled 8 in Figure 42), and

select the UTF8 radio button. Tap the E] button to configure the selected
transfer.

autologin

2014-10-07 14:21:37 o) NN -0

Header
laboro02 |

' Restore Default l

3 On the Output>UTF8 screen (Cf. Figure 50), tap inside the Header text box for
an input screen, and enter the text that you would like to be the header for the
transferred data.

4 Select the Frame+CHKSUM checkbox to enable adding the start text and end
text characters and the two-digit verification checksum to the transferred records.

[ Frame+crksum

Output: file
ERP(%Y%m%d-%H%M%S).txt

B

Figure 50 : The Output>UTF8 screen
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5 Use the arrow keys next to the Output type box to determine the type of data
transfer you would like to have, by scrolling through the following options:

« transfer through the RS-232 serial port (available baud rate options: 1200, 2400,
4800, 9600, 19200, 38400, 57600, and 115200);

« transfer through the Type B USB port;

 export to a .txt file.

@ If you would like to export the data as a .txt file, you have the option of
specifying the file name. Tap inside the File name with path text box to display an
input screen, and enter your preferred file name. If you do not specify a file name,
the system generates a file name using the date and time of the creation of the file.

6 Tap the Save button to store your settings and move back to the Settings
screen.

@ Tap the Default button to revert to the following settings: a text string in
conventional and arbitrary units transferred through the RS-232 port at a baud rate
of 9600.

11.6 QC settings

The detailed description of QC settings is in 9 Quality Control.

11.7 Configure the Ethernet connection

Before you can connect the 5aoyReader+® analyzer to an external host via TCP/IP,

you need to set up the Ethernet connection on the analyzer to match the settings
of your host.

operator]

2018-05-14 10:42: 20 VEDA . LAB ..

Settings » Ethernet

192.168.1.22/24

A Consult the IT system administrator for the valid Ethernet settings on
your network.

E Automatic (DHCP) ( IP Jﬁestore Defa.}

Figure 51: The Settings>Ethernet screen. See section
11.7 for details

1 Go to the Settings screen, .
2 On the Settings screen, tap the Ethernet button (labelled 11 in Figure 42) to
access the Ethernet settings (Cf. Figure 51).

@ If you would like to manually set up the connection, skip step 3 below and go
directly to step 4.

3 If you would like to configure your Ethernet connection automatically, select the
Automatic (DHCP) checkbox.

AAutomatic network configuration is only available if your network has a
properly configured DHCP server.

4 Tap inside the IP address, Mask, Gateway, and DNS text boxes, and enter the
appropriate values using the input screen that displays.
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2014-10-29 16:11:58 @&V J»

Settings » Ethernet

Gateway @ m m

@@@@

¢)

Figure 52: The Gateway input screen

5 Tap the Save button to store your settings and move back to the Settings
screen.

A To connect the analyzer to any peripherals use only undamaged
properly functioning cables and plugs.

11.8 Manage operator accounts
@ By default, the level of system security is set to “Open system” (Cf.

11.3.1.System security levels), which means that all operators use the same
non—password-protected Administrator type autologin operator account.

11.8.1 Operator accounts overview

5myReader+® operator accounts offers system administrators control over system

security, traceability of operator activity, and can significantly speed up the
workflow of the operators of the analyzer.

Oty Roles and Permissions
Category
Disabled Operators cannot log in or perform any tasks using a disabled

operator account.

This is the default operator account operator category. Operators
with user-category operator accounts can perform the following
routine tasks:

User « testing

+ quality control

* printing and exporting measurement records

» modifying user preferences.

Operators with Admin-category operator accounts can perform all
the tasks that a User-level operator can, plus the following:
Admin « editing settings

« editing operator accounts

« installing software updates.

Operators with supervisor-category operator accounts can perform

Supervisor all administrator-rights tasks, and can also modify system security
settings.
Service Operators with service-category operator accounts can perform all of

the above actions, and have access to the Service screen.
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Operators of the analyzer need an operator account, and they need to log in with
this operator account on the system, before they can start using the analyzer.
Operators with administrator— and higher type operator accounts can create
operator accounts for new operators by entering a user name and a password.
The new operator, depending on the active system security level, (Cf.
11.3.1.System security levels) can further customize the operator account by
modifying the access options (Cf. 11.8.5.Edit operator account access option
settings) and user preferences (Cf. 10.1.User options). The database stores the
user name, password, access option information, and the user preference settings
associated with each operator account.

The following table summarizes the types of operator accounts available on the

(‘9.aayReader+® system, in order of ascending user rights.

@ Operator account and system security management are topics that concern
system supervisors and service personnel only. Basic operators do not have
access to these settings.

@ Operators with User-level operator accounts can modify the user preferences
settings, but do not have access to the system settings.

11.8.2 Add an operator account

autologin
‘Sf‘tfiﬂgt'» » OPEI’MOI’S: 6

admin admin(L)
s supervisor

user user

autologin

W %@ o

Figure 53 : The Settings>Operators screen with the
function buttons indicated.

supervisor

Operators with Administrator— or higher category operator accounts can create
new operator accounts of a category below their own.

1 Tap the Add button on the Settings>Operators screen (labelled 4 in Figure
53), and on the input screen that displays, enter the preferred user name for the
new operator account that you are creating.

2 Tap the Next button on the input screen to access the
Settings>Operators>Rights screen (Cf.Figure 54), and tap the options in the
Operator rights column to select the category of your new operator account.

3 Select the checkboxes on the right to customize account access options for the
new operator account (Cf. 11.8.5.Edit operator account access option
settings). Tap the Edit device list button to set what assay devices the new
operator account will have access to.

4 Tap the Save button to save the new operator or the Back&Drop button
to revert to the operator account defaults.
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11.8.3 Delete or disable an operator account

11.8.4 Reset or change an operator account password

autologin

2014-10-08 13:44:51 m|
a
Display on login screer

Settings » Operators » Rights

operator rights

disabled

D View only own results
M Password not required

*)v)

Figure 54 : The Settings>Operators>Rights screen.
You can find available operator account categories on the
left, and operator account access options on the right side

of the screen.

1 Go the Settings screen,

2 On the Settings screen, tap the Operators button (labelled 12 in Figure 42). On
the Operators screen, select the operator account you would like to delete or
disable, then do one of the following:

» To delete the selected operator account, tap the Delete button (labelled 2 in
Figure 53);

@ A confirmation dialog displays when you tap the Delete button.

» To disable the selected operator account, tap the Edit button (labelled 3 in
Figure 53), and then select the Disabled operator category on the
Settings>Operators>Rights screen (indicated by an orange rectangle in Figure
54).

If an operator forgets the password to his or her operator account, or if he or she
would like to speed up the login process and disable the associated password
completely, the first necessary step is to clear the password that is associated with
the account.

1 Go to the Main Menu,

2 On the Main Menu, tap the User Options button (Figure 40). On the User
Options screen, tap Change password button.

3 On the Change password screen type in the old password and tap Go forward

and Save button then type in and save the new password on the following
screen. To cancel the password reset, tap the Abandon changes button.

A Unless the system does not require a password when a user logs into
the operator account (Cf. 11.8.5), the system will prompt the operator to enter
a new password the next time that he or she attempts to log in to the
account.

@ If you reset the password so that the operator can enter a new password, no
further action is necessary. If you reset the password because you would like to
disable passwords completely for the operator account, Cf. 11.8.5 and enable the
“login without password” access option setting for the account.
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11.8.5 Edit operator account access option settings

The following table summarizes all the account access options available to further
customize operator accounts.

Access Option Description of Option

Account is | If enabled, operators who would like to log in using this account do
displayed on login | not need to enter the user name of the account, but can simply
screen select the user name from a list.

AThis option can speed up the login process for
operators using this operator account, but can
compromise system security, especially if one or more
of the operator accounts listed on the login screen have
disabled passwords.

@ The system can display up to six (6) user names on the
login screen.

If enabled, the system does not prompt operators who are logging
in using this account to enter a password.

Login without
password is
allowed

AThis option is only functional for newly-created
operator accounts. If you would like to disable the
password of an existing operator account, reset the
password of the account first (Cf. 11.8.4), and then
enable this access option.

If enabled, the operators can see only the records made under their
accounts.

View only own
results

11.9 Database management
11.9.1 Configure Database preferences

You can determine whether items in the analyzer database are automatically
overwritten when the memory runs out, and whether and when the system will
warn the operator that free disk space in the database is running out.

1 Go to the Settings screen,

2 On the Settings screen, tap the Database Management button (labeled 10 in
Figure 42).

3 Select the Circular memory checkbox if you would like to overwrite old records
in the database with new ones when the database is full, on a first in—first out
basis. If you select the checkbox and the prewarming is OFF, the Warning at
circular memory limit checkbox becomes active, and you can decide whether
you would like the system to prompt you when memory in the database is running
out.

autologin
Settings » Database Management

Reset automatic samp\e 1D counter

l CounterresetJ

g at circul

00

[ Restore Default

M Circular memory

Prewarning
I 10

@)

Figure 55 : The Settings>Database screen.

o

@ The Circular memory is disabled by default.

Tap the - or + buttons next to the Prewarning limit text box, or tap inside the text
box to display an input screen, and enter how many measurement records below
the memory limit the system will warn the operator when the memory in the
database is running out.
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The buttons increase and decrease the limit by 10, but you can enter any positive
number using the input screen if you tap inside the text box. This setting is
independent of whether the Circular Buffer is enabled or not.

@ The default prewarning limit is 30 records.

4 Tap the Save button to store your settings and move back to the Settings
screen.

11.9.2 Reset the sample ID counter

The 5myReader+® system assigns an automatically generated sequence number to

each and every test specimen that you measure with the analyzer. This sequence
number never starts over unless you manually reset the test specimen counter.

1 To reset the specimen ID counter, go to Settings screen.

2 On the Settings screen, tap the Database Management button (labeled 10 in
Figure 42), and then the Counter reset button.

3 On the confirmation dialog that is displayed (‘Do you really want to reset the
automatic Sample ID counter?”), tap the Yes, Apply button to reset the counter,
or the No button to cancel the operation.

11.10 Manage power settings

You can choose to conserve energy, extend battery life, or increase operator
account security by controlling how long the LCD is active, the current operator
stays logged in, and the power stays on when the system does not detect a touch
event on the display.

@ You can modify the power settings in increments of 5 minutes at the LCD off
time, 10 minutes at the logout time and 20 minutes at the Power off time by the
left-right buttons. If you decrease any of the settings below these threshold values,
they become disabled. This means that no matter how long the display is inactive,
the system never takes the particular action.

1 Go the Settings screen.
2 On the Settings screen tap the Power Management button (labelled 3 in Figure
42),

Settings » Power Management
LCD off time (min)

1) s
Logout ime (min)

 ¢) 20

Power off time (min)
3] a0

@ é Restore Default ]

Figure 56 : The Power Settings screen with the function
buttons labelled.

3 Use the forward-back buttons (labelled 4 in Figure 56) or tap into the textboxes
and type in manually in the appearing textboxes to set the number of minutes that
will pass without operator activity before the LCD display switches off (labelled 1 in
Figure 56), the current operator is logged out (labelled 2 in Figure 56), or the
system shuts down (labelled 3 in Figure 56). You can set the three power settings
separately.
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@ You can revert to the default power scheme at any time by tapping the
Restore Default (labelled 5 in Figure 56) button. The defaults for power supply
operation are summarized in the following table.

default

Battery-operation default
power scheme

Power supply
power scheme

Power off time 60 minutes 60 minutes
LCD off time 5 minutes 5 minutes
Log out time 10 minutes 10 minutes

11.11 Manage settings

hanage Settings

Settings

Restare settings o defaulr values

[ Restare Default J

[] owfault by “supsrisar” ssitings

11.11.1 Restore default settings

Figure 57: The Settings> Manage Settings screen

You can bring back factory settings (see 14.1) by tapping Restore Default button
and confirm the changes on the next screen by tapping Yes, Apply button. This
will change every single settings. If you would like to change back specific settings
only, go to the screen applied to them within Settings menu and press Restore
Default on that screen.

11.11.2 Default by "supervisor" settings

You can customize default settings to the needs of your laboratory and save it as
default by "supervisor".

To be able determine and save these settings you have to log in using the
predefiend account named "supervisor".

After login, make the changes in all settings you need, go to Manage Settings
screen and save them by checking the Default by "supervisor" settings
checkbox. As long as this checkbox is checked every action to restore default
settings leads to "supervisor" settings.

®You cannot set supervisor settings with a normal supervisor level operator
account, it only can be done with the predefined supervisor account.
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12 Easy Mode

The Easy Mode menu is inherited from the predeccesor of 5aayReader+®.

It is imitating the pressing buttons of the previous model on the touchscreen and
the working principle is the same. After every logging in the user arrives to this
menu but can decide to choose the Plus Mode, which will be described later
troughout the user manual. The idea behind the two kinds of menu is that the ones
who know the previous model are more familiar with this ‘three button’ operation.
To set up Easy mode you have to tap through to Operators»Security screen.

Use the arrow buttons to cycle through the preset system security levels and select
0.Easy mode.

12.1 The Easy Mode menu detailed description

I EamyRaadar+ 10.10
U Priviter on Plus mode

EASY Reader PrON
Start  Check Settings

) U U

Figure 58 : The Easy mode menu

The user can choose from the sub-menus by tapping one of the three buttons on
the display. The current function of the buttons is indicated on the top of them.
Right above there are the user information and the present state of the analyzer.
To leave the current sub-menu and return to the Main Menu, press the Quit
button.

To return to the previous screen/menu press Back button

12.1.1 The START menu

Tapping Start a routine measurement can be carried out under this menu. The
screen displays the type of assay device is actually set..

OK

Accepting the type of assay device.

<<

Go to previous type of assay device.

>>>

Go to next type of assay device

BLANK STRIP

Blank assay device has to be loaded into the rapid test holder and inserted into the
analyzer.

Back

Cancel blank measurement and go back to previous screen.

PLEASE WAIT...

The analyzer is checking the positioning of the assay device. If correct next menu
appears.

Back

Goes back to previous screen.

BLANK IN PROGRESS

As soon as the 5aayReader+® recognises the blank device, starts to calibrate
automatically.

Back
Goes back to previous screen

PATIENT NAME

Type in the patient name/sample ID. You can leave it blank
OK

Back

Goes back to Welcome screen.
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r
ECARFSTRID Courtcown  Immediste  Back
Back I L
I 1 NEW TEST
FLEASE WAIT.... Back
Back|-| =
FEATHFG TN DRLGRES
L
ELANKIN PROGRESS
Back L
PLEASE WATT
|— Back

Easy Mode

103

L |
RESULT:
Measure Readout Quit
y
[READCUT LIME]

Measure Mext Line Quit

N —

BIRTHDAY (DD/MM/YYYY):

Tipe in th epatients birthday accordingly. You can leave it blank.
OK

Back

Goes back to Welcome screen.

READING SELECTION

Countdown

The analyzer starts to count down incubation time.
Immediate

The analyzer starts evaluation immediately.

Back

Goes back to previous screen.

NEW TEST
Place the next assay device with specimen into the analyzer. Make sure it is
positioned right. 5aayReader+® recognises and starts measurement automatically.

Next menu appears.
Back
Stops waiting for an assay device and goes back to START menu.

PLEASE WAIT...

The analyzer is checking the positioning af the assay device. If correct next menu
appears.

Back

Cancel measurement and goes back to previous screen.

READING IN PROGRESS

As soon as the (‘;aayReadeH@ recognises starts to measure automatically.

Evaluating assay device based on pre-defined features of the assay device type.
Wait until the next screen appears.

RESULT:
The result is displayed.
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Measure

Carry out a new measurement again.
Readout

The report can be displayed line by line.
Quit

Return to Main Menu

EASY Reader PROM/OFF
Start Check Settings|.

3

[READOUT LINE] |
Displaying the lines of the report printout in the upper row of the display.Measure BLANK STRIP
Carry out a new measurement again. Back CHECK CARD
Next Line

Display the next line of the printout report. At each button press the next line is
displayed. After the last line the first one is displayed again.

Quit ' PLEASE WAILT_ !
Return to Main Menu. Back FLEASE WAIT..

Back]

12.1.2 The CHECK menu

The check measurement can be done in this menu.

BLAME TN F'RJD:SRES r
BLANK STRIP TN PROGRESS
Blank assay device has to be loaded into the rapid test holder and inserted into the Back]

analyzer. Make sure its placed in correctly.

((9.aayReader+® recognises and starts to measure automatically. Next step appears..

Back ¥
Stops waiting for an assay device and goes back to previous menu. T T-XXX

Back

Easy Mode

PLEASE WAIT...
The analyzer is checking the positioning af the assay device. If correct next menu L |
appears.

Back

Cancel measurement and goes back to previous screen.

BLANK IN PROGRESS
As soon as the 5aayReader+® recognises starts to calibrate automatically.
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CALIBRATION DEVICE
Insert calibration device for measurement. Make sure its positioned right.
(‘;aayReadeH@ recognises and starts to measure automatically. Next menu appears.

Back
Goes back to previous screen.

PLEASE WAIT...
The analyzer is checking the positioning at the assay device. If correct next menu
appears.

Back
Cancel measurement and goes back to previous screen.

READING IN PROGRESS

As soon as the 5aayReader+® recognises starts to measuring and evaluating check

assay device based on pre-defined features of the check assay device.
Wait until the next screen appears.

C: XXX T1: XXX T2: XXX
Check line values.

Quit

Back to Main menu.

12.1.3 The SETTINGS menu

EASY Reader PrOM/ORF
Starm Thede Sattings

Setups and settings of the analyzer and reading memory recall/transfer can be
done under this menu.

SETTINGS

User Adr.

The user adress can be typed in in 5 lines. It could be information about the place
of measurement, the patient or any other information about the measurement.
Output

Output settings

Back

SETTIMNGS
User acldr Back
L ¥
LUEERADREL: [INET) CUTPLUT Priof/OFF
— A i ; Back
¥ E
USER ADRESS:  (IIMEZ)
= ¥ A Language  DateTime  Badk
USER ADRESS  (IME3) — b
_ A [ OORRTTTY AHMNEGS |
- + et
USER ADRESS:  (LIME ) I
—_ A -+ T
+ Y '.\EM“i"' meny |
USER ADRESS  (LIMES) mmedl e ——
_ A oK Ne}a_tt Chait
__i__h__\ LAMGUAGE DEUTSH
| Main meru [ = Chuit
—— _--"’j |
LAMGUAGE FRAMCAL
K Ienct Chuit
L I—
PRINT/SEMD  Prioh/OFF
Primier  Memory  Badc
SELECTED LAST:__
PRIMTER PrORO
_-i—-._ TRANSMISSION IN PROGRESS
I"‘-\.\_Mfi_n nj_-u__}"l 4‘
L
hzzzzw] | PRINT
St Swp  Quk Yes

[
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USER ADRESS: (LINE X)

Type in the X line of user adress. Use external keyboard or text input screen by
tapping the keyboard icon in the top right corner of the screen. 23 characters can
be typed in one line.

Press ‘enter’ to insert the line. The information stays after shutdown.

A

Back to SETTINGS

OUTPUT

Output features of the reader can be set under this sub-menu.

Print/Send

Printer settings and memory access for printing out and sending to a host PC.
Display

Display (date/time and language) settings.

Back

Return to the previous screen.

PRINT/SEND

Printer settings and memory access to printouts and sending to a host PC.

Printer

The online printing (reports are printed out immediately after the measurement)
can be switched on or off.

Memory

Memory access for printing or sending.

Back

Return to the previous screen.

PRINTER PrON / PrOFF

The indicator is displayed according to the current setting on the upper right corner
of the display.

OFF/ON

Alter the printer setting and return to the Main Menu.

Linefeed

Access of the Linefeed control

Back
Return to the previous screen.

LINEFEED

Paper forwarding control.
Start

Start the paper forwarding.
Stop

Stop the paper forwarding.
Quit

Return to Main Menu.

SELECTED LAST = xx

Select the number of reports to be printed out and sent to the PC.

Type the number in using the keyboard. The details of sending to PC can be found
in the chapter PC CONNECTION. Press <ENTER> on the keyboard or press OK
button to enter the number. The displayed number after entering this menu can be
accepted by pressing <ENTER> or OK.

OK

Enter the number of the reports to be printed out and sent.

Back

Return to the previous screen.

PRINT

It can be chosen whether the reports should be printed and sent out, or only
should be sent out.

Yes

Print out the reports, and send to PC.

No

Do not print out the reports, only send to PC.

Quit

Return to Main Menu.
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PRINTING
Printing is in progress.
Quit

Cancel printing and return to Main Menu.

DISPLAY
Display (date/time and language) settings.
Language

Language selection.
Date/Time

Date and time setting.

Back

Return to the previous screen.
DD/MM/YYYY HH:MM:SS
The currently set date and time are displayed. All fields can be set, from year to
seconds.

+

Increase the current field.
Decrease the current field.
Next

Step to the following field.

LANGUAGE: X

The language of the display and the report printouts can be selected.
OK

Select the currently displayed language.

Next

Skip to the next language.

Quit

Return to Main Menu without changing the current language setting.

12.1.4 Error messages

The Easy mode menu has the following error messages:

EO06: SAMPLE INVALID

It means the measurement can’t be evaluated, for example there was no Test or
Control line or the assay device was dirty. Repeat the measurement with a new
assay device.

E20: WRONG DATE

Invalid date typed in. Check the date and type in again.

E28: BLANK/OPTIC FAULT

Measurement of blank device failed. The blank device can be scratched or
discoloured or the optic system got dirty. Check the blank device and/or replace it
with a new one, if error still exist, call service to check the optic system.

E30: WRONG FORMAT

The typed in date has less, than 8 character. Type it in again.
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13 Cleaning and maintenance
13.1 Cleaning and disinfection

& While cleaning the analyzer never tilt or turn it upside down, wash it
with large amount of liquid or spray on it directly with disinfectant.

13.1.1 Cleaning the touchscreen display

1 Switch off the 5aoyReader+® analyzer.

& Do not use paper towels or tissue paper to wipe the touchscreen,
because these can cause scratches on the surface of the display.

A Do not use chemicals to clean the touchscreen.

2 Dampen a corner of a microfiber cloth, and wipe across the whole display until
you clean the entire display surface. Wipe over stubborn stains repeatedly, but do
not use pressure, because this can damage the touchscreen.

3 Use the dry parts of the microfiber cloth to dry the water on the display surface
before you switch on the analyzer.

13.1.2 Cleaning the analyzer

A Make sure that no liquid enters the printer compartment.

1 Switch off the analyzer and remove the rapid test holder. Pull the carrier handle
up to access the surface underneath it.

2 Use a lint-free cloth that you dampened with a solution of 70% (V/V) isopropyl
alcohol to wipe the surface of the analyzer clean. Keep clear of the electronic parts
and sockets at the back of the device, but make sure that you go over the entire
surface of the analyzer.

& Do not switch the device on before it is completely dry.

3 Dry the analyzer with the dry parts of the lint-free cloth.

13.1.3 Cleaning the rapid test holder

A Always switch off the analyzer and unplug the AC adapter before you
clean the analyzer.

& Make sure that no liquid enters the analyzer. Do not immerse in water
even when it is switched off.

A Do not use any type of solvent, oil, grease, silicone spray, or lubricant
to clean the analyzer.

Keep the 5aoyReader+® analyzer’s rapid test holder clean and free of obstructions.

Complete the following steps to clean the device dock at least once a day:

1 Switch off the analyzer and remove the device dock.

2 Rinse the bowl of the dock in runnign water. Wipe the tray with a lint-free cloth
that you dampened with a 70% (V/V) isopropyl alcohol solution.

& Make sure that the rapid test holder is completely dry before you
reinsert it into the analyzer.

3 Dry the rapid test holder with the dry parts of the disposable towel, and reinsert it
into the analyzer.

13.1.4 Cleaning the printer roller

The printer roller can pick up grease and dirt that can cause non-printing white
spots or streaks on the printout. It is recommended that you clean the printer roller
at least every six months of operation.

1 Switch off the analyzer and open the printer compartment (Cf. Figure 7) to
expose the printer roller.

& Do not attempt to remove the printer roller from its hinges.
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2 Hold a lint-free cloth that you dampened with distilled water to the surface of the
roller, and use the roller's cogwheel on the left end to turn it. Make sure that you
wipe the entire surface of the roller.

13.1.5 Dispose of used assay devices

A The bodily fluids that came into contact with assay devices make them
infectious waste (biomedical waste). Always handle them as potentially
infectious.

A When you dispose of a used assay device, always follow the package
insert for the particular device. Most guidelines for the handling of
biomedical waste recommend that you incinerate used assay devices.
Before you dispose of them completely, use color-coded waste bags with the
word ‘BIOHAZARD’, and the biohazard symbol clearly printed on them to
store used assay devices.

@ Unused expired assay devices can be disposed as municipal waste.

13.2 Preventive maintenance
The 5aoyReader+® analyzer is not a high-maintenance medical device. If you keep
it and its touchscreen clean, and handle it with care so that none of its internal

parts are damaged, the (‘;aayReadeH@ analyzer provides continued efficient and

accurate operation. The system database and the system software, however,
sometimes require special attention for full functionality.

13.2.1 Software update

@ The update process described in this section does not overwrite or delete the
existing database or the active settings on the analyzer.

The manufacturer is continuously upgrading the 5aayReader+® system software,

adding new features and functions, and improving usability. From time to time, the
manufacturer will notify you that a software update package is ready for you to

download and install on your ((9.aayReader+® analyzer.
Complete the following steps to install the latest version of the system software:

@ You will need a USB flash device, a PC or a Macintosh computer to connect it
to, and some basic computer skills.

1 Create an ‘update’ directory (without the quotes) in the root folder of your USB
flash drive.

2 Unzip the software update package that you received or downloaded and copy
the files that it contains into the ‘update’ folder that you created in step 1.

3 Switch on the analyzer and wait until the system is ready. Plug in the USB flash
drive that contains the update package into the Type A USB port of the analyzer.
Wait for the USB icon to appear on the display in the status icon area of the status
bar (Cf. 5.2.1.The Status bar).

4 To access the Settings screen, tap the Settings button on the Main screen.

On the Settings screen, tap the Update button to start the automatic software
update process.
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@ The system detects and verifies the software update package before starting
the update process. If it cannot detect a USB flash drive or an update package, the
Update button changes to Refresh. Tap the refresh button to force the system to
check the peripherals again for updates.

5 Tap the Restart button that is displayed when the update process finishes, and
remove the USB flash drive (Cf. 5.3.2.Using an USB flash drive).

A Do not remove a connected USB drive without first unmounting it, as
this can cause data corruption on the drive.

13.3 Troubleshooting

Your 5aoyReader+® analyzer will operate properly if you follow the directions for

using and cleaning the instrument. Advisory messages will be displayed when your
attention is required on any disorder or result of a performed action.

The user interface messages can be categorized into the following groups:

* Error messages

* Warning messages

* Information messages

The active errors and warnings can be listed by tapping the status bar area on any
screen or the System Info button on Main Menu.

Error messages

If an error prevents the instrument from being used, certain selection areas on the
screen will be disabled and testing procedure cannot be started. The background
of the status bar changes to red. Performing the displayed corrective action will
remove the error and allow you to use the instrument and enable testing.

Warning messages

Less severe errors trigger warning messages. These kinds of errors do not prohibit
testing, but may limit certain functionality (i.e. transfer, printing) of the system. The
background of the status bar changes to yellow. These errors do not compromise
the testing and the measurement performance of the system. The resolution of
these errors may include the restart of the system. When you have taken the
corrective action, the message will be removed from the system.

Information messages

Provides a feedback about the successful execution of an action and/or provides
additional information for the operator.

Based on the presentation the display type of the messages are the following:

« Status line: appears permanently in the status bar

» Timed pop-up window: a pop-up window is displayed only for a few seconds,
then disappears automatically without operator interaction

* Pop-up window: a pop-up window disappears after the confirmation of the
operator

* Result view: message appears on the standard content area.
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13.4 Error messages

In case of an error, try to solve it according to the troubleshoot guide first. The lists
of this section help you diagnose the problem and give you advices to sort them

Message ID T Jiies e Full text ‘

Recommended action
text

Cleaning and maintenance

out. If the failure remains, please contact your service representative. The certified  E99 s | imageRW | Image capure FV error. Contact your service representative
service personnel is allowed to perform further troubleshooting, repair serviceable ) Printer hardware error. , ,
. . . E98 S | Printer HW Pl I . Contact your service representative
parts, and configure the system according to the service manual. Cel_a;et‘?a jetf\"ce- —
alibration data are out o
E97 S | Calibration acceptable range or lost. Please call Contact your service representative
13.4.1 Lists of error messages Service.
E96 S Haniss s raliizale vl [ el e . Contact your service representative
voltage Please call Service.
L Legend for the table of Error messages B E95 S M\(/evchamc g?fgg?\f:; hardware error. Please Contact your service representative
Categories (Message |D) Type (T) e Image capture environment error
Error message (E) Status line (S) E94 s | environmen (external Iight hig_h or HW error). Follqw instructions or contact your
" " " Please put in rapid test holder, service representative.
Warning messages (W) Timed pop-up window (TP) terror shade equipment or call Service.
Information messages (I) Pop—up window (P) Failure of reference pad check The photometry reference pad is
R It vi R Reference Reference pad value of the tra)./ is contaminated or damaged.
esult view ( ) E90 S ad out of rande. See User's Contact your service representative
i Manual fo?’ fl.thher instructions to replace the reference pad, and
) recalibrate the analyzer.
Go to “QC measurement” to perform | Perform QC check measurements to
250 9 | Gelesati QC check. remove the QC lockout.
E8s s Memory Database limit exceeded, please Free up memory by erasing old
limit delete results to free up space. data!
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Mes“sjage T Sta’i:)s(tlme Full text Recommended action Mes“sjage T Sta’i:)s(tlme Full text Recommended action
W69 S Output port Pl Output port not open. Restart the analyzer. W61 S Output Protocol fallurg. Please check Check and verify output settings.
ease restart the system! protocol connection type.
Output Output internal error. . . The system continuously tries to
b E internal Please restart the system! Rzl U sy Output Ou;%ﬁf;#?hﬁ:i?jﬁr\:vglatsaengftw deliver t)rl1e output. If it suc)(/:eeds, the
- Output not initiated. W60 S ; g v error will automatically disappear. If
We7 S Output init Pleaseprestart the system! Restart the analyzer. failure repeatig;iiz:ﬁ)glfasee check the eror persists, check and verify
W66 s Output Output closed. Restart the analyzer ype. output sgttings. .
closed Please restart the system! ) The system continuously tries to
Output Not enough memory for output. . . deliver the output. If it succeeds, the
W65 S mempory Pleasegrestart thnel systemp! Restart the analyzer. W59 S %UJEUt Output Im:gt;lij:)i,ﬁ F;lifiiitga't and try error will automatically disappear. If
Use alphanumeric characters only, y ' the error persists, check and verify
and ensure that the USB flash drive output settings.
Output Cannot write output. is connected properly and Change the file name / destination
W64 S write Please change file name or recognized by the system. If ] and ensure that the USB flash drive
(re)insert USB pendrive. required, re-initialize the USB port Output file not open. is connected properly and
by tapping the VEDALAB logo in the W58 S Output file Please change file name or insert recognized by the system. If
top right corner. pendrive. required, re-initialize the USB port
W63 S Output Output aborted. Please start again Restart transfer. by tapping the -VEDALAB logoin the
aborted ) ) ) top right corner.
. reached internal limit. Pl . . The system continuously tries to
W62 S | Output limit SR eaghggk pts)toim_ | Flease Check and verify output settings. Output link lost. Please wait a deliver the output. If it succeeds, the
W57 s Output link minute. In case of persistent failure error will automatically disappear. If
please check connection and the error persists, please verify the
connection parameters. connections and the presence/status
of the destination
Output port cannot connect to
Output server. Please check Ethernet cable,
W56 S s Ethernet configuration in settings

and server IP address and port
number.
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Message

T

Status line text

Full text

Recommended action
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1D D)
The system continuously tries to DB failure: cannot modify result. Contact your service
Output port cannot connect to delive)rl the output. If it sgcceeds, E198 P Please call Servicfg. representative.
Please checS:ErI\EI?r:érnet e _the error will automatical]y E197 p DB failure: cannot delete result. Contact your s_ervice
W56 S Output connect Ethernet configuration in settin’gs disappear. If the error persists, Please call Service. representative.
and server IP address and port please verify the connections and DB failure: configuration is Contact your service
ey the presence/status of the E196 P corrupted. Please check the e Sehsron
destination configuration settings. )
. Measure head SW version is Contact your service Worklist DB failure: cannot write Contact your service
W38 S Head version unknown. Please call Service. repregentative. E195 P new item. repregentative.
Temperature out of allowed Ensure the proper environmental Worklist DB failure: cannot insert Contact your service
W37 S Temperature range. semsliens. E194 P or modify item. representative.
W35 To free uplmemory indtze £193 p Worklist DB failure: cannot delete Contact your service
- database, delete unused data. item. representative.
S Data lost (limit) Eaa?etra:):sslﬁtgn\;/litllet))(gzergsg.e " (Circular memory is active, so old The system encountered a
’ data will be overwritten by new problem in the
data). Load config error: read details wpa_supplicant.con.zip file, and
W34 s Memory near Database counter is reaching its To free up memory in the E181 P from “wpa_supplicant.conf.err” file has saved an error report on the
full limit. Please delete some results. database, delete unused data. on PENDRIVE connected USB stick. Refer to the
W33 s QC lockout Go to “QC measurement” to Perform QC check measurements WPA Supplicant documentation
perform QC check. to remove the QC lockout. to deal with the issue.
) . Check if the paper roll is correctly ) . ) Make sure that the
W31 S Door open Prlg}er d00||' s opien. loaded in the printer bay and close Load conﬁcﬁ error: USB df.rl"’e 0{ wpa_supplicant.con.zip file is
aselclosalls the printer door. E180 P wpa_supp |cant.::on.Z|p fie no properly saved on the connected
W30 s Paper out Paper out. Please replace the Open printer door and load a fresh exists. USB flash drive.
printer paper! paper roll in the printer. The password that you entered is
- : ; T Length of password must be
E199 p DB failure: cannot wrl_te result. Contact your service E177 p e 6 2 (8 G e, too long or too short.
Please call Service. representative. Enter a new password.
E175 T Lenght of LOT+expiry is more Enter a LOT expiry shorter than 32
P than 32 character. character.
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Status Message

Mes“sjage T line Full text R e D T Status line text ‘ Full text Recommended action
text Operator does not exist, please The operator name that you
Format of entered expiry is E163 TP P trv again P entered is not on the operator list.
E174 TP failed.\nFormat of expiry is Enter expiry in format: ‘YEAR/MONTH'. Y again. Enter another Operator ID.
‘YEAR/MONTH'. Password check failed, please try ]
Format of entered LOT is — . E162 TP again. Enter the valid password.
E173 TP failed.\nFormat of expiry is (Ylérxgl\l;lgll‘?mlrgv:trl: fs:;zigts E161 P Sample ID required. Please set Enter a Sample ID
(YEAR/MONTH) with brackets. : it. era sampie 15,

E172 TP Time is expired. Start it again. E160 TP LOT Code required. Please set it. Enter a LOT Code.
Ensure the USB flash drive is connected Cannot open serial port for - .
properly and recognized by the system. W169 TP output! Check the serial port connection.

E171 TP Cannot export log. If required, re-initialize the USB port by ! Check the output port and that the

tapping the VEDALAB logo on the top w158 TP Cannot open fils for output! output storage is present.
right corner. Cannot connect to server for )

E170 P Sample ID already exists, please Verify and repeat the input or use W156 L output. Check output server settings.

change it. another Sample ID! Due to changes lockout time was | Tap inside the message window
. . ’ Verify and repeat the input or use W140 P decreased to %d day(s). (Touch to confirm the new QC lockout

E169 TP Registration Code is already used. another RegCode. to confirm.) period.

E168 TP Format of date is failed. W139 TP Paper detected. Touch to confirm.

E167 TP Operator ID already .eXIStS‘ please Enter another Operator ID. Server IP addr.ess o m_aSk Check and correct server IP

change it. W138 P format not right. (ex.: address or maskinput
Password check failed, please try . 192.168.1.12:4130) )
E166 TP again. Enter the valid password. 1P address or subnet mask
Password is too short, please try . format is not correct. Check and correct the analyzer's
E165 ™ again! (minimum length is 3 Enter a ”e"‘éﬁaaf;(‘;’;’;’:g lg‘:‘t Is atleast 3 w137 P (i.e.192.168.1.5/24 or IP address or mask input.
characters) 9- 192.168.5/255.255.255.0)
Password does not match, please
E164 TP try again. Re-enter the password.
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© ." © e Reco ended actio Mes“sDage T Statt:)s(tlme Full text Recommended action
W136 p IP address format is not correct. (i.e. Check and correct the Possible data loss, check
192.168.1.12) analyzer’s IP address. W131 p DB failure: possible data loss! database. If problem occurs
Make sure that the USB flash P ’ multiplg times, contact your
Cannot export log, because USB drive is cqnnected properly and service representative.
. . . recognized by the system. All existing data was lost. If
W135 TP drive does not exists. Please insert . S . . . >
. If required, re-initialize the USB DB is recreated. All previous data problem occurs multiple times,
it. . W130 P - )
port by tapping the Vedalab is lost! contact your service
logo in the top right corner. representative.
W134 Worklist DB failure: possible data Database failure. The system is Due to changes lockout time was Yo levs cnteseseiily fareses
P loss! Trying to repair. May take trying to repair itself. 1117 P increased to %d day(s). (Touch to . y Inct
. : . f ) the active QC lockout time.
some minutes, please wait. This may take a few minutes. confirm.)
W134 Possible data loss, check Successful QC check. Lockout The QC lockout time was
p Worklist DB failure: possible data worklist. If problem occurs 1117 P time was increased to %d restarted because of the
loss! multiple times, contact your days(s). (Touch to confirm.) successful QC measurement.
service representative. There is only one day left to
Config DB failure: possible data loss! Data loss probably occurred. 1116 ) Reminder: Last day before perform a successful QC
W133 P Trying to repair. May take some The system is trying to repair lockout. measurement before the QC
minutes, please wait. itself. lockout is activated.
Possible configuration loss, Measure head SW update in
W133 p Config DB failure: possible data loss! check datgbasg. If problem 1115 TP progress. May take some N/A
occurs multiple times, contact seconds, please wait.
your service rep_resentatlve. 114 ) Connection is in progress. Please N/A
System settings are wait.
regenerated. 113 ™ Output is paused while in N/A
W132 p Config DB is recreated. Previous Set the configuration options “Settings>Ethernet” screen.
configuration is lost! again. If problem occurs 1112 TP Log is exported. N/A
multiple times, contact your Log export in progress. Please
service representative. 111 ™ wait. N/A
DB failure: possible data loss! Trying
W131 P to repair. May take some minutes, Data loss probably occurred.

please wait.

System is trying to repair itself.
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[lesSage T St e Full text Recommended action
1D text
1110 ) Output pause-_d while navigating in N/A
settings menu.
1109 TP Unused QC LOTs and limits deleted. N/A
107 ) No password set. Pleasg set your N/A
password on login!
N/A (Applicable in ‘self-add’
1106 TP Operator added. and ‘self-add with password’
system security levels.
1105 TP Selection was sent for printing. N/A
1104 TP Selection was sent for output. N/A
1103 TP Selection is inverted. N/A
1102 TP All samples are selected. N/A
1101 ™ Sample ID was not found, please try N/A

again or cancel the search.
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2 Testing and measurement result errors

Status line text

Full text

Testing: Error Source &

Action

. Head HW error: some LEDs may Head hardware error.
E299 Head HW error: be defective. Contact your service
defective LEDs . .
Please call Service. representative.
Internal error: system configuration e eI SarEs
= oz, re regentative
Please call Service. P i
. . Head hardware error.
E297 HW error: software cht_ack failed. Contact your service
Please call Service. .
representative.
Communication with the
head failed after the
measurement.
Head communication Head communication failed. RESERE analyzer i
= error Please restart the system gzt e fst ol e i
4 ’ test strip.
If the error persists, contact
your service
representative.
Corrupted data. Restart the
. . analyzer and repeat the
DB error: corrupted Database error. Stored item is test with a new test strip. If
E282 . corrupted. .
item . the error persists, contact
Please delete item from database. :
your service
representative.
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Status line

ID T Status line text Full text Testing: Error Source & Action
Device type mismatch Not the proper test device type was
Measurement error: while calculating the used. Make sure that the device used
E266 R device type .| was of the type that was set.
mismatch . Repeat the test with a new test
(no control line). iy -
Measurement error: Measured value out of
E265 R line values are out of valid range for one or
range more lines
E264 R Measurement error:
Test was performed outside the
Measurement error: Temperature was out of operation range.
E263 R temperature out of allowed range during Ensure the proper environmental
range measurement. conditions. Repeat the test using a
new test strip
E262 R Measurement error:
Strip was (partially) dry.
Measurement error: Repeat the test ensuring that the new
E261 R dry strip ) Strip is (partially) dry. strip including the pad closest to the
handle (the last pad) has been in
contact with the sample
Measurement error: M9 CEMED [ [T N dewcni(::xasig?\t;??d during
E260 R : Storing commented item I

no device

without real values.

The result is only saved to enable
comment input.

ID P— Full text Testing: Error Source & Action
DB error: Corrupted data.
o ’ Database error. Missing strip Restart the analyzer and repeat the test
E281 - uragtjion configuration data. Please with a new test strip.
dgata delete item from database. If the error persists, contact your service
representative.
Corrupted data.
DB error: Configuration error. System Restart the analyzer and repeat the test
E280 configuration configuration (or database) with a new test strip.
corrupted failed. If the error persists, contact your service
representative.
Measurement Strip tray reference pad Repeat the last measurement. If the
E270 error: error. error persists, contact your service
reference pad Measured value is out of R A
out of range acceptable range. P )
E269 External light was too strong during
Measurement testing.
) error: {00 Backlight is too strong. Reduce the intensity of the _externallllght
! : or do not expose the tray directly with a
&) strong Measurement is not possible! ) ) . .
; strong light source (i.e. direct sunlight or
c backlight lamp)
@© Repeat the test with a new test strip.
% Measurement
+— E268 ;;?é;%l:l:ke Blank device value out of
c h valid range
— out of valid
© range
E Measurement
error: Device is L .
o] E267 not blank or Device is not blank or dirty.
% dirty.
o
c
c
@©
(]
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3 Software update:List of error and information messages

SW Update

ID

Full text

Corrective action

Check and verify the software update sources

13.5 Trouble shooting with

Error description

1. Printer paper is rolling out of the instrument during
printing, but characters or any sign of printing are not
present on the paper, it remains empty (no external
printer attached)

problem occurrence
Recommended action

- Check whether correct type of paper is used (see

Operator’s Manual)

- Check whether the paper is placed in the reader with
the correct side inside, and try reversing it.

-Check for mispositioned or damaged cover or printer
paper holder door.

- If error persists, call your distributor.

2. Measurement does not start when the button is
pushed.

- Please enter the LOT code of the used test device LOT
on the Measurement > [device name] screen (see Figure
16).

- Please check that the assay device has not expired.

- Please check if the expiry date is in the correct format.
- Please check the date on the instrument. If it is not
suitable, correct the date, or ask your administrator to do
it (see 11.2).

- If error persists, call your distributor.

E596 Update was failed. on the media.
Restart update.
E597 Internal configuration failure! Restart update.
Corrupted or missing files.
E572 Failed install: ...... Check and verify the softwafe update sources
on the media.
Restart update.
E562 Failed backup: ...... Restart update.
E561 Corrupted or missing files.
Missing: Check and verify the software update sources
issing: ...... p
on the media.
Restart update.
1502 The system is already up to date. N/A
1503 ini’l\’lt tlJdeBatgr:Sen\?Vtitff?LéT/?/. pF;Iili‘asge. Follow the message text instructions.
Software update package was
1504 Tap “UpdaIZ’L‘Jgi.tton to start Follow the message instructions.
process.
Corrupted or missing files.
E5XX Package error: ...... Check and verify the softwafe update sources
on the media.
Restart update.
ESXX Internal error: ...... Restart update.
Check and verify the software update sources
ESXX Missing source: ...... on the media.
Restart update.
Corrupted or missing files.
E5XX Source check failure: ... Check and verify the software update sources

on the media.
Restart update.

3. The reader cannot be switched on and does not have
any reaction (LEDs on the back of the reader or display
lighting up and beeping sound) to pushing the power
button when trying to use with a power supply adapter or
batteries.

- Check whether the correct type of external power
supply is used with the reader. Replace, if necessary.

- In case of battery operation, make sure that the six size
AA batteries / NiIMH accumulators in the reader are
correctly positioned (see Figure 6). Replace or
reposition, if necessary.

- Reset the reader with the reset button: Remove power
cable and/or batteries and push the reset button on the
back of the reader for at least 30 seconds. Plug in power
cord or replace batteries. The time and date need to be
set after switch on.

- If error persists, call your distributor.
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4. During start-up, the LCD display stays back, and no
image appears.

- Make sure that during start-up, the power LED next to
the power button lights up (first with red, then with green
color), and a short beeping sound can be heard. If this is
not the case, follow the steps of error 3.

-If error persists, call your dstributor.
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13.6 Log file export

The log files of 5aayReader+® function as a sort of ‘flight recorder’ or ‘black box’ for

the analyzer: the system is continuously monitoring every process and sub-
process that starts during normal operation, and stores them in its log files. When
a software error occurs, these log files are often helpful to software developers
when they try to determine the source of the error.

When you report a problem to the manufacturer's service personnel (Cf.
13.6.Servicing Contact Information), they can ask you to send them the log files

from your 5aayReader+® analyzer. To do this, you will need to export the log files to
a USB flash drive first.

Export log files:

@ You can only export log files from the analyzer to a connected USB flash
drive. You cannot transfer log files via the serial port or through an Ethernet
connection.

@ Unless the USB flash drive that you are using is completely full, you do not
need to delete files from it to store the analyzer log files. Log files normally take up
less than half a megabyte (about 300 kilobytes) of data.

1 Plug a USB flash drive into the Type-A USB port on the back of the analyzer (Cf.
Figure 2), and wait for the USB drive icon to appear in the status icon area of the
status bar (Cf.Figure 10).

2 To access the Settings screen, tap the Settings button on the Main Menu
screen, and then tap the Log Export button (Cf. Figure 42) to start the export
process. An information message will display (Log exporting is in progress.
Please wait.).

A Do not remove the USB flash drive before the log file expor t finishes.

3 The message disappears when log export is finished. In this special case, you
can immediately remove the USB flash drive, without unmounting it first (Cf.
5.3.2.Using an USB flash drive).
4 Plug the USB flash drive into a PC or Macintosh computer. Find the zipped folder
with the name ‘log_[Date of creation].tar’ on the flash drive, and send it to the
manufacturer’s service personnel.
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13.7 Servicing Contact Information
The manufacturer offers complete service support for its products. If you encounter

problems with the 5aayReader+® analyzer that you cannot, or can only partially

solve by consulting this manual, feel free to contact your local distributor who
supplied you with this equipment:
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14 Appendices
14.1 Default Settings

User options:

Auto print: ON
Auto transfer: OFF
Sound: ON

LCD brightness(%): 100
Device:
VedalabMiniClip-CRP-HS
VedalabMiniClip-CHECK
VedalabMiniClip-BLANK
Printout:
Header:
Operator ID:
Patient ID:
Equipment S/N:
Strip LOT:
Print blank:
Output:
unidir text (UTF8)
Header:
Frame+CKHSUM:
Output type:
QC options:
QC Lockout (day):
Mode:
Lot expiry lockout:
Power management options:
LCD off time (min.):
Logout time (min.):
Power off time (min.):

(empty)
ON

ON

ON

ON
OFF

(empty)
ON
RS232: 9600

0
Check device
OFF

5
10
60

Database management options:
Circular memory:

Warning at circ.mem. limit:

Prewarning:

Ethernet:
Automatic (DHCP):

Authent. general settings:

Mode:

Auto login:

Self add operators:

Password not required:

Operators on login screen:

LIS operator list check:
LIS operator list only:

OFF
OFF

ON

Custom
Supervisor
OFF

ON

ON

OFF

OFF

@ Authentication general settings do not change when you restore the default

settings.
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14.2 Safety information

((9.aayReader+® was designed and manufactured to comply with the international

regulations listed in this section, and left the factory in a safe condition. To keep
the analyzer in a safe condition, you must observe all instructions and warnings
included in this manual.

The instrument complies with the protection requirements of IEC 61010-1:2010,
IEC 61010-2-101:2002 and IEC 61326-1:2005, IEC 61326-2-6:2005.

The instrument is certified as meeting the EMC requirements and safety
specifications of the In Vitro Diagnostic Directive (98/79/EC). Per IEC 61326-2-6 it
is the users responsibility to ensure that a compatible electromagnetic
environment for this instrument is provided and maintained in order that the
analyzer will perform as intended. Do not use this analyzer in close proximity to
sources of strong electromagnetic radiation (e.g. unshielded intentional RF
sources), as these may interfere with the proper operation. The electromagnetic
environment should be evaluated prior to operation of analyzer.

This equipment has been designed and tested to CISPR 11 Class A. In a domestic
environment it may cause radio interference, in which case, you may need to take
measures to mitigate the interference.

The analyzer must be operated only with the prescribed power supply unit (Class I
protection).

Opening covers or removing parts of the instrument, except where this can be
achieved manually without the use of any tools, may expose voltage-carrying
components.

Connectors can be live, too.

A Do not attempt to maintain or repair an open instrument which is
carrying voltage.

If you suspect that the instrument can no longer be operated safely, turn it off and
take steps to ensure that no one will subsequently attempt to use it. Make sure that

only trained members of staff operate the 5aoyReader+® analyzer.

Any personal computer to which the analyzer is connected must meet the EN
60950, UL 60950/CSA C22.2 No. 60950 requirements for data processing
equipment.

Only connect the intended external analyzers with safety low voltages to the
corresponding interfaces (serial, PS2, USB, Ethernet) to avoid the risk of electrical
shock or the risk of damaging the analyzers or the analyzer.

If the instrument is to be taken out of operation entirely and disposed of, it must be
disposed of in conformity with the relevant legal regulations and in co-ordination
with your local authority, if appropriate.

E Please note that the instrument may potentially be infectious.
Equipment must be decontaminated before repair, maintenance, or removal
from the laboratory.

@ The data and information contained in this manual are accurate at the time of
printing. Any substantial changes will be incorporated in the next edition.

In case of conflict between this manual and information given in package inserts,
the package inserts shall take precedence.

14.2.1 Disposal of the analyzer

The instrument must be treated as biological contaminated-hazardous waste.
Without disinfection or sterilization, the device and any of its parts are considered
infectious clinical waste (EWC code 180103*). Untreated infectious waste is
typically incinerated but proper disposal of the old appliances (including its plastic
parts, electrical components) prevents potential negative consequences for the
environment and human health. All electrical and electronic products and other
components of the analyzer should be disposed separately from the municipal
waste system. Final disposal must be organized in a way that does not endanger
waste handlers. As a rule, such equipment must be fertilized before it is passed for
final disposal.

These are common guidelines only, please apply the relating regulations of your
laboratory or hospital. For more information about disposal of such product, please
contact your city office, waste disposal service or your Local Safety Officer.

140



Appendices

141

14.2.2 Recycling

Making sure that unwanted, old instruments do not pollute the enviroment more
than is unavoidable is very important.

Parts and components of the analyzer could be sent to recycling after proper
disinfection:

» the AC adapter and power cable: contact the manufacturer for disposal
information

or find a recycling center online

* the electrical wires: find a recycling center online

 the casing panels: follow the local guidelines and regulations for Acrylonitrile
butadiene styrene (ABS) disposal

» the printed circuit boards (PCBs): find a specialized recycling firm

» the CR2032 real-time clock battery on the Mainboard: follow local regulations and
guidelines for lithium battery disposal

» metallic elements: follow local guidelines and regulations for metal disposal

« silicone supports: dispose of these as municipal waste

Vedalab will accept 5aayReader+® devices that you no longer want to use, if you
disinfect or sterilize the device before mailing it.

14.2.3 Protecting yourself from biohazards

This information summarizes the established guidelines for handling laboratory
biohazards. Use this summary for general information only. It is not intended to
replace or supplement your laboratory or hospital biohazard control procedures.
Blood specimens should be handled at Biosafety Level 2 as recommended for any
potentially infectious material in the Centers for Disease Control and Prevention
manual, Biosafety in Microbiological and Biomedical Laboratories, 20091.
Universal (or standard) precautions may apply if required by the infection control
policy of your facility”.

To prevent accidental contamination in a clinical laboratory, strictly adhere to the
following procedures:

» Wear gloves to protect hands from exposure to hazardous materials. Change
gloves when contaminated, glove integrity is compromised, or when otherwise
necessary. Do not wash or reuse disposable gloves.

» Remove gloves and wash your hands after working with potentially hazardous
materials and before leaving the laboratory.

» Wear personal protective laboratory equipment, such as coats, gowns, smocks,
or uniforms when working with possible hazardous contaminants.

Remove protective clothing before leaving for non-laboratory areas.

! http://www.cdc.gov/biosafety/publications/bmbl5/

» Wear eye and face protection when splatter or aerosol formation are possible.

» Do not eat, drink, smoke, handle contact lenses, apply cosmetics or store food
while in the laboratory.

» Do not pipette any liquid by mouth; use only mechanical pipetting analyzers.

» Always handle sharp items with precautions.

» Perform procedures carefully to minimize the creation of splashes or aerosols.
» Decontaminate work surfaces after completion of work and after any spill or
splash of potentially infectious material with appropriate disinfectant.

» Dispose of contaminated materials including used personal protective
equipment according to your laboratory’s biohazard control procedures. Potentially
infectious materials must be placed in a durable, leak proof container during
collection, handling, processing, storage, or transport within a facility.

» The laboratory supervisor must ensure that laboratory personnel receive
appropriate training regarding their duties, the necessary precautions to prevent
exposures, and exposure evaluation procedures.

» During service work, keep your hands and fingers away from your mouth, nose
and eyes.

» Wash your hands after working.

» Waste material should be handled or disposed of in accordance with the local
safety regulations.

@ Be sure to read and understand the safety warnings and symbols in this
manual.
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