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The contents of this document, including all graphics, are the property of Roche Diagnostics. No 
part of this document may be reproduced or transmitted in any form or by any means, electronic 
or mechanical, for any purpose, without the express written permission of Roche Diagnostics.

Roche Diagnostics has made every reasonable effort to ensure that all the information contained 
in this manual is correct at the time of printing. However, Roche Diagnostics reserves the right to 
make any changes necessary without notice as part of ongoing product development.

For USA: For Prescription use only.

This manual was created by the Roche Diagnostics Engineering Operations department. Direct 
questions or concerns regarding the contents of this document to:

Roche Diagnostics
Engineering Operations Department
9115 Hague Road
P.O. Box 50457
Indianapolis, IN 46250-0457

ACCU-CHEK, COAGUCHEK and SAFE-T-PRO are trademarks of Roche.

All other trademarks are the property of their respective owners.

© 2009-2016 Roche Diagnostics. 
US Order Number 05914639001 (04) 2016-04
This document is available electronically at www.coaguchek-usa.com
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On the packaging and on the identification plate of the instrument you may encounter the 
following symbols, shown here with their meaning: 

Caution, consult accompanying documents. Refer to safety-related notes in the 
instructions for use accompanying this product. 

Temperature limitation (Store at)

Use by

Manufacturer

Batch code/ Lot number

Catalog number

Global Trade Item Number

In vitro diagnostic medical device

Consult instructions for use

The system fulfills the Canadian and U.S. safety requirements (UL LISTED, in 
accordance with UL 61010A-1:02 and CAN/CSA-C22.2 No. 61010-1-04).

Rx only For prescription use only

LOT

IVD
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Revision History 

Manual version Revision date Changes

05548829001 (01) 2009-09 New document; international launch

05914639001 (01) 2010-04 Update cleaning/disinfection, minor revisions;  
US launch with document 0 5914639001 (01)

05914639001 (02) 2012-05 Update to software version 03.01, new 
functions, minor revisions

05914639001 (03) 2014-04 Added local area network (LAN) safety 
message, safety information on battery packs, 
information on barcode symbologies; updated 
information on “hidden” patient list and patient 
list validation (p. 121-122); minor revisions.

05914639001 (04) 2016-04 Revised for additional test strip material 
number.
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The meter guides you through the test, step by step, using icons and instructions on the display. 
Each box of test strips has its own code chip that you insert into the meter. This code chip con-
tains lot-specific information about its test strips, such as the expiration date and calibration 
data. Optional liquid controls for the system are also available.

The CoaguChek XS Pro meter has the ability to connect to a data management system (DMS) 
through the Handheld Base Unit from Roche (available separately). The CoaguChek XS Pro 
meter supports data exchange via the POCT1A standard. Data management systems may have 
the ability to expand the security features of the meter, such as enabling operator lockouts. Data 
management systems may also enable data transfer to an LIS or HIS. Refer to the manuals of the 
Handheld Base Unit and of your DMS for technical details.

Test principle

The CoaguChek XS PT Test Strip contains a lyophilized reagent. The reactive components of this 
reagent consist of thromboplastin and a peptide substrate. When a sample is applied, thrombo-
plastin activates coagulation, which leads to the formation of thrombin. At the same time the 
meter starts to measure the time. The enzyme thrombin cleaves the peptide substrate, generating 
an electrochemical signal. Depending on the time elapsed when it first appears, this signal is 
then converted by means of an algorithm into customary coagulation units (INR, %Quick, sec-
onds) and the result is displayed. 
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Important safety instructions and additional information
This section explains how safety-related messages and information related to the proper 
handling of the system are presented in the CoaguChek XS Pro Operator’s Manual. Read these 
passages carefully. 

These symbols and signal words are used for specific hazards:

The safety alert symbol alone (without a signal word) promotes aware-
ness to hazards which are generic or directs the reader to related safety 
information.

WARNING

WARNING
Indicates a hazardous situation which, if not avoided, could result in 
death or serious injury.

CAUTION

CAUTION
Indicates a hazardous situation which, if not avoided, could result in 
minor or moderate injury.

NOTICE NOTICE
Indicates a hazardous situation which, if not avoided, may result in 
damage to the system.

Important information that is not safety relevant is presented against a colored background 
(without a symbol). Here you will find additional information on correct use of the meter or 
useful tips.
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Illustrations in this manual show two different kinds of hands: 

Hand without glove Hand with glove 

A dashed arrow between screen 
illustrations indicates that some 
screens have been skipped in these 
illustrations.
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Safety Information

Operator qualification 
Only trained healthcare professionals may operate the CoaguChek XS 
Pro system. Operators must have received comprehensive instruction in 
the operation, quality control, and care of the CoaguChek XS Pro system. 

WARNING

Protection against infection
There is a potential risk of infection. Healthcare professionals using the 
CoaguChek XS Pro system must be aware that any object coming into 
contact with human blood is a potential source of infection. Healthcare 
professionals must also be aware that any cross-contamination is a 
potential source of infection for patients. 

■ Use gloves.

■ Use an auto-disabling single-use lancing device for each patient.

■ Dispose of used lancets and needles in a sturdy sharps container with 
lid.

■ Dispose of used test strips according to your institution’s infection 
control policy.

■ Follow all health and safety regulations in force locally.

WARNING

Avoidance of electrical shock, fire, and explosions

■ Only use Roche original accessories (cables, power supply units, bat-
tery packs, and spare parts). Third-party cables, power supply units, 
and battery packs can cause the battery pack to explode or the meter 
to become damaged.

■ Do not use loose power sockets or damaged power supply units, 
cables, plugs, or battery packs.

■ Do not short circuit the power supply unit, the handheld base unit 
contacts, or the battery pack.

■ Do not drop the CoaguChek XS Pro meter, the power supply unit, or 
the battery pack and protect these against shaking and vibrations.
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Disposal of the System

WARNING

Any product coming in contact with blood is considered contami-
nated (potentially infectious).*
During normal testing, any meter may come in contact with blood. 
Lancing devices may also be considered sharps. Disposal of 
sharps is regulated by law in many jurisdictions.
The European Union has a requirement for improving waster manage-
ment practices for certain electronic equipment, but meters fall outside 
the scope of the European Directive 2002/96/EC** This is not a require-
ment for the U.S.A.; however, Roche is committed to recycling and sus-
tainability. Comply with any laws or ordinances relating to the disposal of 
sharps and/or contaminated products. Contact your local health depart-
ment or other appropriate authorities for proper handling and disposal of 
used meters, used test strips, used lancets, and used batteries. Please 
consider the following points when disposing of your used testing mate-
rials:. 

Consider recycling of the meters and batteries at an appropriate facility. 
Be aware the meter is potentially hazardous electronics scrap (e-scrap) 
and should be disposed of accordingly. The batteries are potentially haz-
ardous also and should be disposed of accordingly.

Disinfect the meter before recycling or disposing.

*29 CFR 1910.1030 - Bloodborne pathogens

**Directive 2002/96/EC - Directive on waste electrical and electronic 
equipment (WEEE).
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Electromagnetic Interference

Touchscreen

Do not use the meter near strong electromagnetic fields, which could 
interfere with the proper operation of the meter.

NOTICE ■ Use only your finger (even when wearing gloves) or special pens 
designed for use with touchscreens to touch the screen elements. 
Using pointed or sharp-edged objects can damage the touchscreen. 

■ Avoid prolonged exposure to direct sunlight. Direct sunlight may 
reduce the life expectancy and functionality of the display.
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Local Area Network: protection from unauthorized access

If this product is connected to a local area network, this network must be protected against 
unauthorized access. In particular, it must not be linked directly to any other network or the Inter-
net. Customers are responsible for the security of their local area network, especially in protect-
ing it against malicious software and attacks. This protection might include measures, such as a 
firewall, to separate the device from uncontrolled networks as well as measures that ensure that 
the connected network is free of malicious code.

Wired network connection

If the Handheld Base Unit from Roche is used to connect this meter to a local area network, the 
Handheld Base Unit must be protected against unauthorized access by means of a strong pass-
word management. Observe your own facility guidelines on password management where 
available, or apply the following rules:

Characteristics of strong passwords 

■ Passwords must not contain the user’s account name or parts of the user’s full name that 
exceed two consecutive characters.

■ Passwords must be at least eight characters in length.

■ Passwords must contain characters from at least three of the following four categories:

– English uppercase alphabetic characters (A through Z)

– English lowercase alphabetic characters (a through z)

– Numeric characters (0 through 9)

– Non-alphabetic characters (for example, !, $, #, %)

Examples of weak passwords 

■ uhxwze11 contains no upper case letter.

■ UHXW13SF contains no lower case letter.

■ uxxxxx7F contains the same character more than four times.

■ x12useridF contains a substring of the user ID longer than four characters.
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Operating conditions

To ensure that the meter functions properly, please observe the following guidelines: 

■ Only use the meter at a room temperature between 15 °C and 32 °C (59 °F and 90 °F).

■ Only use the meter at a relative humidity between 10% and 85% (no condensation). 

■ When operating the meter using the power adapter, use only a voltage of 100 V to 240 V 
(± 10%) , 50/60 Hz. 

■ When testing, place the meter on a level, vibration-free surface, or hold it so it is roughly 
horizontal.

Quality control

The meter has a number of built-in quality-control functions:

■ A check of the electronic components and functions every time the meter is powered on.

■ A check of the test strip temperature while a test is in progress.

■ A check of the expiration date and lot information on the test strip based on the code chip 
data.

■ A two-level, onboard quality control test and patient result determination within a single 
test chamber.

Roche Diagnostics has available optional liquid quality controls for the CoaguChek XS Pro 
system. These controls are provided to assist with meeting regulatory compliance requirements 
as applicable to your facility.
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Overview of the meter elements

A Touchscreen
Shows test results, information, icons, and 
results recalled from memory. To select an 
option, simply touch the button lightly.

B On/Off button
Press and hold this button to power the 
meter on or off.

C Test strip guide cover
Remove this cover to clean the test strip 
guide (if it has become soiled, e.g., with 
blood).

D Test strip guide
Insert the test strip here.

E Barcode scanner (Laser)
The integrated barcode scanner can read 
operator and patient IDs into the meter. 

F Tab for battery compartment cover 

G Battery compartment cover
Covers the battery compartment 
(4 standard  AA alkali-manganese 
batteries or the rechargeable battery 
pack).

H Charging terminals
Used for power supply and/or charging 
the battery pack, when the meter is 
docked in the (optional) Handheld Base 
Unit. 

I Code chip slot
Insert the code chip here.

J Connection socket for power adapter
Plug in the power adapter here.

K Infrared interface 
(Covered by the semi-transparent panel) 
Supports data communication. 

L Reset button
Use this button to reset the meter in case 
of software or power-up errors. 
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Apply liquid control (QC) sample (the time left to apply sample is 
counted down in the display)

Insert the test strip code chip

Insert the QC code chip

Automatic quality control completed successfully

Results are displayed as a Quick percentage value

Results are displayed in seconds

Results are displayed in INR units

Result in the chosen unit of measure is above the measuring range.

Result in the chosen unit of measure is below the measuring range.

Quality control: Result is above the specified range

Quality control: Result is below the specified range

Battery status:

• When the batteries still have their full charge, all segments are lit.

• Individual segments disappear one by one as the batteries 
become weaker.

• When there is no segment remaining, you can no longer perform 
a test. You can, however, still access the meter's memory.

Operation with power supply adapter

Time between midnight and noon (in 12-hour time format)

Time between noon and midnight (in 12-hour time format) 

Room or meter temperature is outside the acceptable range

Button/Icon Meaning

180 SEC

QC

QC
%Q
Sec
INR

am

pm
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3 Putting the Meter into Operation
Before using the meter for the first time, perform the following steps: 

1 Insert batteries and/or connect the power adapter

2 Set the current date and time

3 Enter the settings of choice (language, unit of measure, user administration if applicable, 
etc.)

Instead of batteries, you can use a special rechargeable battery pack. If you choose this option, 
order the pack separately from Roche Diagnostics. To recharge, connect the power adapter to 
the CoaguChek XS Pro meter or to the optional Handheld Base Unit (HBU) and dock the 
meter.

The meter’s battery power level indicator  is designed for use with either standard, non-
rechargeable AA batteries or the dedicated Roche handheld battery pack. We do not recom-
mend the use of off-the-shelf  rechargeable batteries in AA format. These have lower voltages 
than standard AA batteries or the special Roche handheld battery pack. This can lead to incor-
rect battery power level indications on the meter.



Putting the Meter into Operation

30

Inserting the batteries

1 With the meter powered off, press the 
battery compartment cover release tab 
and slide the cover off. 

2 Insert the four batteries in the battery 
compartment as indicated. 

The batteries should last about 80 tests, 
depending on the type of battery used.
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Powering the meter on and off

3 Slide the battery compartment back onto 
the meter and close it.

The meter powers itself on after the 
batteries have been inserted. 

1 Place the meter on a level, vibration-free 
surface, or hold it in your hand so it is 
roughly horizontal. 

2 Power the meter on by pressing the  
button for approximately 1 second.

You can also power on the meter directly by 
inserting a test strip or connecting the power 
adapter.

3 To power the meter off after use, press the 
 button for approximately 1 second.
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Checking the software version

After displaying the Roche logo, the meter 
briefly displays the Init (for “initialization” ) 
screen. Here you can check which software 
version is currently running on your meter. 
(The Init screen shown here is for illustration 
purposes only. Version numbers on your 
meter may differ.)

Init

CoaguChek
XS Pro

03.01.00




