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1 Introduction

1.1 Functional
description

1.1.1 System Components

FIGURE 1-1

The System consists of a specially
designed Analyzer (1), theHemoCueHb
201 DM Analyzer, specially designed
microcuvettes (2), the HemoCue Hb 201
Microcuvettes and a specially designed
docking station (3), the HemoCue DM
Docking Station.

Analyzer

Note! The HemoCue Hb 201 DM
Analyzer (1) isonly to be used together
with the HemoCue Hb 201
Microcuvettes (2).

Note! The system isintended for in vitro
diagnostic use only.

1 Analyzer
2 Cuvette
3 Docking Station
(Continues)




1 Introduction

1.1.2 Analyzer overview

Front panel

FIGURE 1-2
Note! Do not turn off the Analyzer inthe
middle of a procedure. Datamay be lost.

The Analyzer (1) is started when the
On/Off button (2) is pressed. The screen
images will be visible on the Display (3).

All navigation and information handling
is performed by pressing the appropriate
touch buttons directly on the Display (3).
To perform a measurement, the Cuvette
isfilled with sasmple material and placed
in the Cuvette holder (4). The Cuvette
holder isinserted into the Analyzer.

To turn off the Analyzer (1), press the
On/Off button (2).

1 Analyzer
2 On/Off button
3 Display
4 Cuvette holder




1 Introduction

Back panel

FIGURE 1-3

The following items are found on the
back panel of the Analyzer.

» Power inlet (1) for the AC Adapter

» Power + USB signal inlet (2) for
connection to the Docking Station

S : * Built-in Barcode Scanner (3)
X + IR Transmitter/Receiver (4) for data
transfer to/from the Docking Station
The Power inlet (1) for the AC Adapter

can only be used when the Analyzer is
out of the Docking Station. When the
Analyzer isplaced in a Docking Station,
thisinlet will be blocked and the
Analyzer receives power viathe Power +
USB signal inlet (2)

1 Power inlet (for AC Adapter)

2 Power + USB signal inlet (for Docking
Station)

3 Barcode Scanner

4 IR Transmitter/Receiver




1 Introduction

Placing the Analyzer in the Docking
Station

FIGURE 1-4

Important! Always slide the Analyzer
into and out of the Docking Station by
means of the Tracks (1).

Important! Never try tolift the Analyzer
out of the Docking Station or pressthe
Analyzer downwards into the Docking
Station.

This may damage the casing and power
outlets of the Analyzer and/or the
Docking Station.

1 Tracks
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2 General operations

2 General operations

This chapter describes the general operations necessary for Analyzer use.

2.1 Getting started —
Analyzer

2.1.1 Power source

The Analyzer can be powered either by
the rechargeable Battery or by a standard
electrical outlet viathe AC Adapter.

Recharging the Battery

FIGURE 2-1

TherechargeableBattery (1) islocatedin
a battery compartment on the bottom of
the Analyzer.

a) Recharge the Battery (1) by
connecting the AC Adapter to the
Analyzer or by placingthe Analyzerin
the Docking Station.

1 Battery
(Continues)




Replacing the Battery

FIGURE 2-2

A

War ning! Only the HemoCue 201 DM
Battery can be used in the Analyzer.

@

Warning! Lithiumion battery. Never try
to open the battery casing. Risk of
explosion

Z
2

2 General operations
) The Battery lasts for several years. It

f should be replaced when it failsto retain

. its charge for an acceptable period.
5 Replace it when the capacity to hold a
charge starts to deteriorate quickly.
The Battery is available as an accessory

through HemoCue and HemoCue
distributors.

a) To remove the Battery (1), pressthe
Flap (2).

b) Carefully loosen the Battery (1) and
lift it upwards.

¢) Toinstall the new Battery (3), placeit
in the Analyzer and gently press
downwards until the Flap (4) snaps
into the locked position.

Consult local environmental authorities
for proper disposal.

1 Old Battery
2 Flap
3 New Battery
4 Flap




2 General operations

Connecting the AC Adapter

FIGURE 2-3

A

Warning! Only usethe AC Adapter that
isrecommended by HemoCue. Other AC
Adapters, athough physically ableto be
plugged into the Analyzer, may cause
serious damage or fire.

a) Insert the AC Adapter’sDC plug (2)
into the Power inlet (3) on the back
panel of the Analyzer.

b) Plug the AC Adapter (1) into an
electrical outlet.

1 AC Adapter
2 DC plug
3 Power inlet




2 General operations

2.1.2 Turning on the Analyzer

FIGURE 2-4
a) Turn on the Analyzer by pressing the
On/Off button (1).

b) The Start Image, beginning with the
HemoCue logo, will be displayed.

* |f the Cuvette holder isin the
measuring position, see FIGURE 2-8,
the following text will be displayed:
Please Pull out The Cuvette Holder

* When the Cuvette holder isin the
Loading position, see FIGURE 2-6,
the following text will be displayed:
Please Wait Selftesting ...

No inputs can be made for
approximately 20 seconds during the
selftest.

1 On/Off button
2 Display

10



2 General operations

2.1.3 Power saver mode

When no procedures have been
performed within the time predefined in
the Analyzer settings, the Analyzer will
switch to power save mode.

If the Analyzer is powered viathe AC
adapter, the user will belogged off, the
image on the display will disappear, but
the power will remain on. Touch the
Display to reactivateit.

If the Analyzer is powered viathe
Battery, the user will belogged off and
the Analyzer will be switched off. Press
the On/Off button to reactivateit.

2.1.4 Turning the Analyzer off

FIGURE 2-5
Note! Do not turn off the Analyzer inthe
middle of a procedure. Datamay be lost.

a) Turn off the Analyzer by pressing the
On/Off button (1).

b) Theimage on the Display (2),
disappears.

1 On/Off button
2 Display

11
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——

2.1.5 Loading the Analyzer
with a Cuvette

The Loading position

FIGURE 2-6

FIGURE 2-6 showsthe Analyzer with
the Cuvetteholder (1) open, referredtoas
the Loading position.

1 Cuvette holder

Inserting a Cuvette
FIGURE 2-7

Obtain a blood sample according to the
procedure described in section 3 Blood
specimen collection.

a) Place the Cuvette in the Cuvette
holder (1), gently close the Cuvette
holder.

The Analyzer will automatically start the
measuring procedure.

1 Cuvette holder

The Measuring position

FIGURE 2-8

FIGURE 2-8 shows the Analyzer with
the Cuvette holder (1) in the closed

position, referred to as the Measuring
position.

1 Cuvette holder

12
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2 General operations

2.2 Docking Station LED
Green light

FIGURE 2-9

A steady green light from the LED
indicates that the Docking Station is
receiving power and that the Battery is
fully charged.

A flashing green light from the LED

indicates that the Battery in the docked
Analyzer is charging.

1 LED

Red light

FIGURE 2-10

Note! Can only occur on a Primary
Docking Station

A steady red light fromthe LED indicates
an internal communication error within
the Docking Station.

A flashing red light from the LED
indicates an external communication
error.

Refer to the Reference Manual.

2 LED

13



2 General operations

2.3 How to operate the
Display
2.3.1 Display buttons

FIGURE 2-11

The Buttons (1) appearing on the
Display (2) activate the specific
functions symbolized by theimageonthe
button.

The Buttons (1) should only be pressed
using the fingertip.

Important! Sharp-edged objects can
damage the Display.

1 Buttons
2 Display

Activating a function

FIGURE 2-12

a) When aButton (1) is pressed, it will
appear highlighted aslong asit iskept
pressed.

b) When the Button is rel eased, the
function indicated by the button is
activated. An audiblesignal will sound
if the audio function has been
activated in the Settings.

1 Button, highlighted

14



2 General operations

Changing a function

FIGURE 2-13
a) Keep pressing while moving the
fingertip over to another button.

FIGURE 2-14

b) The original button will cease to
appear highlighted and the new button
will appear highlighted.

¢) When the new Button is released, the
new function will be activated.

15



2 General operations

Cancelling a function

FIGURE 2-15

a) Keep pressing while moving the
fingertip over to an area without
Buttons.

FIGURE 2-16

b) No Button will appear highlighted.

¢) When the finger is released from the
Display, thefirst Button choicewill be
ignored and no action will be
activated.

16



2 General operations

2.3.2 Using the Barcode
Scanner button

e K .

into the beam or view directly with an
optica instrument.

= To read barcodes, use the built-in
Settings Password Barcode Scanner in the back panel of the
Analyzer.

Note! The scanning range (3) of the
Barcode Scanner, is approximately

10- 30 cm (4 - 12 inches) from the

Scanner.

a) Press and hold the Barcode Scanner
button (1). The Barcode Scanner lights
up and scanning can be performed.

b) The decoded information from the
barcode (2) appears on the Display
when the Analyzer identifies the
barcode. Theinformation is displayed
as long as the Barcode Scanner
button (1) remains pressed. To cancel
areading, movethefingertiptoan area
outside the Barcode Scanner Button,
before releasing.

1 Barcode Scanner button
2 Barcode
3 Scanning area

17



2 General operations

|

4-12
inches

Enter
Settings Password

Yo o=
W .

FIGURE 2-18

¢) When information is displayed,
removethefingertip fromthe Barcode
Scanner button (1). The information
will be stored in the Analyzer, and is
no longer displayed.

1 Barcode Scanner button
2 Barcode
3 Scanning area

18
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2 General operations

2.3.3 Main Menu and On-line
Help

FIGURE 2-19

FIGURE 2-19isreferred to as the Main
Menu. Itisdisplayed asthe Startup Image
for al Tests, Setting procedures, etc.

The Help button (1) may be used to
display information about other buttons,
procedures, etc.

1 Help button
2 Operator name, Operator ID or blank,
depending on the settings

19



2 General operations

2.4 Display buttons and symbols

2.4.1 Navigation buttons

Button

Designation

Function

Erase button

Erases the last input

hille

Previous image
button

Returns to the previous image
NOTE: Inputs/changes made in the
current image will not be saved

ABC

Text mode button

Switches to text input mode

123 | (3]

Numeric mode
button

Switches to the numeric input mode

r

o

Barcode Scanner
button

Switches to the Barcode Scanner
mode

=

Scroll bar arrow
(Up)

Scrolls upwards in a list of different
options or in a text

=

|

Scroll bar arrow
(Down)

Scrolls downwards in a list of different
options or in a text

Next image
button

Continues to the next image in the
Help sequence

20




2.4.2 Procedure buttons

2 General operations

Button Designation Function
— Patient test Activates the Patient Test procedure
@ button
& )
—_—— STAT test button | Activates the STAT (Short Turn

Around Time) Test procedure

- J
—_—— QC test button Activates the QC (Quality Control)
aQc Test procedure

Stored data
button

Activates the Stored Data function

Settings button

Activates the Settings menu

Verify button

Allows for the performance of a
second test, on the same patient,
using a new Cuvette, without the need
for re-entering the Patient ID and
other information

Comment input
button

Comment input
button
(dotted)

Allows a comment to be added to the
current result

Button appearance confirms that
comments have been added to the
result

21




2 General operations

2.4.3 Other display buttons

Button Designation

Function

Help button

Displays on-line help regarding other
buttons, procedures, etc.

Confirm button

Saves text or numbers and/or
displays the next screen image
NOTE: All inputs/changes will be
saved

Log Out button

Logs out the operator

NOTE: The Log Out button is only
displayed if the Operator ID is
required.

Special
Character button

See above

- See above

’ See above

Enters a special character
(see explanations below)

NOTE: Other special characters can
only be loaded into the Analyzer by
means of the Barcode Scanner.

Space — press once

Period — press twice

Hyphen — press three times

View button

Provides a more detailed description
of the highlighted item

22




2 General operations

Button

Designation

Function

ec [ oer

z

maat

) [J]
=lod

Letter buttons

Allows input of a text

Example:

To enter a “G” — press once

To enter an “H” — press twice

To enter an “I"— press three times

NOTE: Only capital letters will be
entered. Lower-case letters can be
entered into the Analyzer by means of
the Barcode Scanner.

T

{1
® [[]]]
RICHER

Digit buttons

Allows input of a digit

Add

Add button

Allows addition of a comment to a
result, an item to a list, etc.

Delete

Delete button

Allows deletion of a comment from a
result, an item from a list, etc.

Accept

Accept button

Accepts a measurement

Reject

111 ¢

Reject button

Rejects a result
A rejected result will be saved and
flagged as rejected.

23



2 General operations

Button

Designation

Function

Continue button

Continues the current operation

Statistics button

Displays statistics on the chosen
subject

24




2.4.4 Display symbols

2 General operations

03/03/04

Symbol Designation Function
Battery Indicates the voltage status of the
Battery in four levels. The furthest to
the left is fully charged, the one to the
right is almost empty.
Date Indicates the Date format chosen

(from three possibilities) in the
Settings Menu

[
-

Big Hourglass

(rotating)

The big hourglass is displayed when
the Analyzer is in the measuring or
selftesting state.

NOTE: The big hourglass is rotating
when displayed.

LA
1

(=)

4

Ex.

Small hourglass

When the small hourglass is
displayed, the instrument is in a
measuring or blanking state.

NOTE: When displayed in the Main
Menu, only Settings and Stored Data
functions are available. It is also
possible to log out

Waste bin

Indicates that a result has been
rejected. The result is stored in the
Analyzer.

25



2 General operations

Symbol

Designation

Function

QC Reminder

Reminder that a QC Test will be
required within stated time or number
of measurements

pep)

QC Lockout

QC Lockout, i.e. no more Patient Test
measurements can be made

The required QC Test has not been
performed.

peD]

Lockout

Supervisory Lockout

The Analyzer has been locked by the
Supervisor. A text that indicates this
will be displayed.

26
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2 General operations

2.4.5 Entering information with
letters and digits

FIGURE 2-20

Inputs to the Analyzer such as Operator
ID, Patient ID, etc. can be made viathe
display or viathe Barcode scanner.

The display can be set to two different
modes, text mode for entering letters
(including afew specia characters) and
numeric mode for entering digits.

a) Pressthe Text mode button (1) or the
Numeric mode button (2) depending
on if thefirst character that is to be
entered isaletter or adigit.

b) Depending on the mode chosen,
follow the description for FIGURE 2-
21 or FIGURE 2-22.

1 Text mode button
2 Numeric mode button

27



2 General operations

Operator ID

[ ABC M DEF H GHI |
x| mo | ron
EaraEs
<REN

CIOIEICINS

Text mode

FIGURE 2-21

Note! Only capital lettersand afew
special characters can be used in the text
mode. Lower-case | etters can only be
entered into the Analyzer by meansof the
Barcode Scanner.

a) In the text mode, inputs are made
using the Letter buttons (1) and the
Specia Character button (2).

b) The Erase button (3) erasesthe last
input.

c) If adigit isto be entered, switch to the
numeric input mode by pressing the
Numeric mode button (4). FIGURE 2-
22 will be displayed.

d) When all information has been
entered, press the Confirm button (5).

Letter button

Special Character button
Erase button

Numeric mode button
Confirm button

a b wN P

28



2 General operations

Numeric mode

FIGURE 2-22

Ope rator ID a) In the numeric mode, inputs are made
using the Digit buttons (1).

b) The Erase button (2) erases the last

input.
[ 1 H 2 H 3° J c) If aletter or aspecial character isto be
entered, switch to the text input mode
[ 4 J [ 5 } [ 6 J by pressing the Text mode button (3).
{ ; M g M 9 } FIGURE 2-21 will be displayed.

d) When all information has been
entered, press the Confirm button (4).

Digit button
Erase button
Text mode button
Confirm button

SIOIOINS

A OwWN PR
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3 Blood specimen collection

3 Blood specimen
collection

3.1 Capillary blood

Before obtaining a blood sample, the
Analyzer should beinthe“Ready” mode.

FIGURE 3-1

a) Make sure the patient's hand is warm
and relaxed. Use only the middle or
ringfinger for sampling. Avoidfingers
with rings on.

(Continues)
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3 Blood specimen collection

(Continues)

FIGURE 3-2

b) Clean with disinfectant and allow to
dry or wipe off with adry, lint-free
tissue.

FIGURE 3-3

¢) Using your thumb, lightly pressthe
finger from the top of the knuckle
towards the tip. This stimulates the
blood flow towards the sampling
point.

FIGURE 3-4

d) For best blood flow and least pain,
sample at the side of the fingertip, not
the center.

A

War ning! Always handle blood
specimens with care, as they might be
infectious.

(Continues)




(Continues)

3 Blood specimen collection

FIGURE 3-5

€) While applying light pressure toward
thefingertip, puncture thefinger using
the lancet.

FIGURE 3-6
f) Wipe away thefirst 2 or 3 drops of
blood with alint free wipe.

Note! Do not use cotton balls.

FIGURE 3-7

0) Re-apply light pressure towards the
fingertip until another drop of blood
appears.

(Continues)
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3 Blood specimen collection

(Continues)

FIGURE 3-8

h) When the blood drop is large enough,
fill the Cuvette in one continuous
process.

Note! Do not refill!

FIGURE 3-9

i) Wipe off excess blood from the outer
surface of the Cuvette with lint-free
tissue, being careful not to touch the
open end of the Cuvette.

Note! Make sure that no blood is drawn
out of the Cuvette during this procedure.

FIGURE 3-10

j) Look for air bubblesin thefilled
Cuvette. If any air bubblesare present,
fill anew Cuvette. Small bubbles
around the edge can be ignored.

Note! If asecond sampleisto betaken
from the samefinger stick, wipeaway the
remains of the initial sample and fill a
second Cuvette from anew drop of blood.

(Continues)




3 Blood specimen collection

FIGURE 3-11
k) Placethefilled Cuvette in the Cuvette
holder, see FIGURE 3-11.

FIGURE 3-12

[) Push the Cuvette holder to the
Measuring position.

Note! This should be performed within
10 minutes after filling the Cuvette!

m) Enter the required information.

After 15 secondsto 60 seconds, the result
will be displayed.

Theresult will remain on the display until
the Confirm button has been pressed.

FIGURE 3-13

Note! Although the reagents are present
in the Cuvette in extremely low
guantities, consult local environmental
authorities for proper disposal.
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3 Blood specimen collection

3.2 Venous and Arterial
Blood

FIGURE 3-14

*llll"‘ a) The blood should be well mixed prior
to performing the measurement.

FIGURE 3-15

b) Place adrop of blood onto a
hydrophobic surface, e.g. aplastic
film, using a pipette.

FIGURE 3-16

It isalso possible to use a suitable blood
transfer device.

(Continues)
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